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CHARLES WEsLEY Dunn, General Counsel for Grocery Manufacturers 
of America, Inc., and American Pharmaceutical Manufacturers 
Association 


tion 301(k) and Section 304(a) of the Federal Food, Drug, 

and Cosmetic Act; and the amendments thus made have a funda- 
mental significance. It was introduced by Representative William J. 
Miller of Connecticut, on July 2, 1947, and referred to the House Com- 
mittee on Interstate and Foreign Commerce. It was favorably reported 
from that Committee on July 8, by a unanimous vote. The report on 
it* was submitted by Representative Robert Hale of Maine, chairman 
of the subcommittee on this Act; * and a copy of such report is annexed 
hereto, because of its historical importance (Annex A). It is now on the 
calendar of the House, for consideration when Congress reconvenes; 
and its immediate enactment is in the public interest. 


H we: OF REPRESENTATIVES BILL 4071 ' amends Sec- 











’ Eightieth Congress, First Session. 

? House Report No. 807. 

*The additional members of this subcommittee are: Representatives Harris Ells- 
worth (Oregon), William J. Miller (Connecticut), Virgil Chapman (Kentucky), and 
Benjamin J. Rabin (New York). 
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The following statement explains this bill further and emphasizes 
the great need of its amendments. 


1 
Section 304(a) Weakened by Phelps-Dodge Case 


This bill succeeds House Bill 3128 by Mr. Miller; and it was similar 
to House Bill 3147 (Wolverton) and Senate Bill 1190 (White).* The 
two House bills were subject to a hearing by the subcommittee of which 
Mr. Miller is a member, on June 12, when their amendment of this Act 
was strongly approved by organizations ® representing the food and 
pharmaceutical industries. House Bill 4071 is a revision of these bills 
by the subcommittee, as a result of that hearing. 


House Bill 3128 was recommended by the Federal Security Admin- 
istrator, in his April 17 letter to the Speaker of the House; and a copy 
of this letter is also annexed hereto, for a permanent record (Annex B). 
That bill amended the seizure law in Section 304(a) of this Act, to 
correct its seriously weakening construction in the Phelps-Dodge case.” 
In this case the Appeals Court decided that such law does not reach a 
food which became adulterated after its interstate shipment and while 
it then remained in original unbroken packages at the terminal ware- 
house, on the ground that it was not adulterated “when introduced into 
or while in interstate commerce’ * within the meaning and application 
of Section 304(a). The Supreme Court declined to review that decision," 
notwithstanding (1) the seizure law in the original Federal Food and 
Drugs Act of 1906 expressly reached a food or drug which thus became 
adulterated or misbranded; * (2) the succeeding Federal Food, Drug. 
and Cosmetic Act of 1938 was explicitly designed (inter alia) substan- 
tially to repeat, amplify and strengthen that law; *® and (3) there are 
abundant decisions by our highest court to support a conclusion that 


* These bills were likewise introduced in the First Session of the Eightieth Congress 
Representative Charles A. Wolverton is chairman of the House Committee on Interstate 
and Foreign Commerce; and Senator Wallace H. White, Jr., is chairman of the Senate 
Committee on Interstate and Foreign Commerce. 

’ They are the Grocery Manufacturers of America, Inc., and the American Pharma- 
ceutical Manufacturers’ Association. 

* United States v. Phelps-Dodge Mercantile Company (CCA-9; 1946), 157 Fed. (2d) 
453; certiorari denied February 10, 1947, 67 S. Ct. 675 [CCH Food Drug Cosmetic Law 
Reports { 7023). 

? The italics used in quotations are ours. 

* See footnote No. 6. 

® This law is in Section 10 of that Act. 

” See the legislative history of this Act, quoted in the annexed report; and United 
States v. Dotterweich, 320 U. S. 277. See also what is said in that report about the 
limitation placed by Section 304 of this Act on a seizure proceeding against misbranding 
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the food at issue in this case did become adulterated while it still remained 
in “interstate commerce,” *' as that term is employed in Section 304(a). 


The decision in the Phelps-Dodge case had grave practical conse- 
quences, because the seizure law of the 1938 Act is its most important 
enforcement part; and its basic protective value is measured by the reach 
of that law. For it authorizes the government seizure and condemnation 
of a food or drug (etc.) which is unfit or dangerous for use, in order 
to prevent its injurious and perhaps fatal consumption by our people. 
Moreover, (a) a violation of this Act can only be administratively deter- 
mined, to a major extent, when the article has arrived at a terminal point 
after its interstate shipment; ** (b) it is administratively difficult or 
impossible to prove, in major instances, whether this violation developed 
before or during or after that shipment;'* and (c) a major objective of 
this Act is to prevent its serious violation at such terminal point.'* There- 
fore the administrator of this Act necessarily instituted the plan of its 
seizure enforcement at that point, to safeguard the public health; and 
he is thus required to discontinue that plan, after its effective and unchal- 
lenged use for more than 40 years under this Act and the preceding 
one of 1906. 


2 
Jurisdictional Extension of Section 301(k) and Section 304(a) 


To be specific: Section 304(a) now provides (in part and effect ) 
that a food, drug, device, or cosmetic which is adulterated or mis- 
branded “when introduced into or while in interstate commerce” shall 
be liable to a government seizure and condemnation proceeding, ‘‘while 
in interstate commerce, or at any time thereafter." House Bill 3128 
amended it to authorize that proceeding also against any such article 
which is adulterated or misbranded “while held for sale after shipment 
in interstate commerce;” and thus closed the gap in its seizure law opened 
by the Phelps-Dodge case. This amendment was drawn in that broad 
language to give such law a maximum enforcement reach, which Con- 
gress originally intended it to have, by adding the inclusive and support- 
ing clause “or at any time thereafter.” An amendment of this Act 
drawn to make it have that reach clearly expresses a sound public policy, 





“For example, see the decisions cited in the annexed report. 
® See the discussion of this subject in the annexed report. 
% For example, a violation caused by storing a food or drug under insanitar) 


conditions. 
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from the standpoint of its basic purpose, namely, to protect the health 
of our people. Furthermore, there is authoritative precedent for such 
an amendment of Section 304(a), within this Act and outside it. The 
precedent in this Act is found in Section 301(k), because it expressly 
reaches a food or drug (etc.) “held for sale after shipment in interstate 
commerce.” The precedent outside this Act is found in the Federal 
Seed Act of 1912 (as amended in 1926), the Federal Caustic Poison 
Act of 1927, and the Federal Alcohol Administration Act of 1935, 
because each has a similar enforcement reach.'** Consequently there is 
nothing new about this jurisdictional extension of Section 304(a); and 
no one can reasonably argue that these earlier Acts should have a greater 
enforcement reach than the far more important Federal Food, Drug, 
and Cosmetic Act. 


But after the hearing on this amendment, its quoted language was 
revised by the subcommittee to add a parenthetical definition of the term 
“sale,” whereby it was further broadened to read “while held for sale 
(whether or not the first sale) after shipment in interstate commerce.’ 
This revision was caused by the decision of the Appeals Court in the 
Sullivan case,’® after House Bill 3128 was introduced, which resulted in 
a limiting construction of the similar language in Section 301 (k) of this 
Act. Section 301(k) enacts a criminal law,’® which prohibits ““The 
alteration, mutilation, destruction, obliteration, or removal of the whole 
or any part of the labeling of, or the doing of any other act with respect 
to, a food, drug, device, or cosmetic, if such act is done while such article 
is held for sale after shipment in interstate commerce and results in such 
article being misbranded.” And that Court there limited its application 
“to the holding for the first sale by the importer after interstate ship- 
ment.” '’ This weakening construction of Section 301(k) invited 
immediate challenge; ** and it has been taken to the Supreme Court, 
for review. To prevent the same construction of the analogous amend- 
ment to Section 304(a), proposed by House Bill 3128, the subcommittee 
revised it as stated; and that revised amendment is enacted by House 
Bill 4071. 





14 See the statutory citations in the annexed report. 

% Jordan J. Sullivan v. United States (CCA-5; 1947), 161 Fed. (2d) 629 [CCH Food 
Drug Cosmetic Law Reports § 7050]. 

*% It is also enforced by injunction. 

% This decision is in effect opposite to that in the Phelps-Dodge case. 

%It is also inconsistent with what the Appeals Court said about the power of 
Congress under Section 301(k). 
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In view of this decision by the Appeals Court in the Sullivan case, 
the subcommittee extended House Bill 4071 also to amend Sec- 
tion 301(k), by adding the same parenthetical definition of the term 
“sale” therein; and then by making it apply to an adulterated as well 
as a misbranded article. The first amendment is plainly indicated. 
because that term should have the same statutory definition as in Sec- 
tion 304(a); and this definition is necessary to effectuate the intent of 
Congress, if the aforesaid decision stands. The second amendment is 
required to correct a basic defect in Section 301 (k). For it should mani- 
festly reach an adulterated in addition to a misbranded food or drug 
(etc.); and thus have an enforcement jurisdiction coextensive with that 
of Section 304(a), which it supplements. It is important to note here 
that in its report on House Bill 4071 the House Committee expressly 
provides that the broad clause in Section 30I(k), “or the doing of any 
other act,”’ shall not be given a restrictive construction under the ejusdem 
generis rule. 


Therefore, to sum up, House Bill 4071 amends the criminal law 
of Section 301(k) and the coordinating seizure law of Section 304(a) 
to provide in text as follows (the amendments are in italics), for the 
reasons given: 


“Sec. 301. The following acts and the causing thereof are hereby prohibited 
* _ * . 7 . 

“(k) The alteration, mutilation, destruction, obliteration, or removal of the whole 
or any part of the labeling of, or the doing of any other act with respect to, a food, 
drug, device, or cosmetic, if such act is done while such article is held for sale (whether 
or not the first sale) after shipment in interstate commerce and results in such article 
being adulterated or misbranded.”’ 

“Sec. 304. (a) Any article of food, drug, device, or cosmetic that is adulterated 
or misbranded when introduced into or while in interstate commerce, or while held 
for sale (whether or not the first sale) after shipment in interstate commerce, * * * 
shall be liable to be proceeded against while in interstate commerce, or at any time 
thereafter, on libel of information and condemned in any district court of the United 
States within the jurisdiction of which the article is found’ (etc.). 


The term “interstate commerce,’ as so used, is defined in Sec- 
tien 201(b) of this Act to mean “(1) commerce between any State or 
Territory and any place outside thereof, and (2) commerce within the 
District of Columbia or within any other Territory not organized with 
a legislative body.’ The term “Territory” is defined in Section 201 (a) 
to mean “any Territory or possession of the United States, including 
the District of Columbia and excluding the Canal Zone.” 
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3 
New Constitutional Question Raised 


These amendments of Section 301(k) and Section 304(a) give the 
law of this Act the longest enforcement reach it has ever had; ** and 
they raise a new constitutional question thereunder, of great legal and 
practical importance. It is the question whether the Commerce Clause 
sanctions the application of this Act to a food or drug (etc.), which 
becomes adulterated or misbranded while it is held for the first or a 
subsequent sale after its shipment in “interstate commerce. This ques- 
tion arises because and to the extent that the Act is thus permitted to 
enter the domain of intrastate commerce; and incidentally to regulate 
a sale therein, which is principally a retail sale, in order to protect inter- 
state commerce in foods and drugs (etc.) and to make its regulation 
by the Act effective. It is noted that the Act is amended to reach 
an article which violates it after shipment in ‘interstate commerce,” in 
a statutory as distinguished from a constitutional sense; and that is a 
basic distinction here. It is also noted that this amendment of the Act 
practically supplements the existing provision in its seizure law, which 
makes such law reach a contraband article at any time after its shipment 
in “interstate commerce.” That provision has existed without adverse 
comment since 1938 or for nearly 10 years; and the Appeals Court 
recently sustained its validity in the Olsen case,*” by deciding that it 
follows an article even into the home. 


This constitutional question, of course, is finally answered by the 
Supreme Court alone; and our highest court must answer it pursuant to 
the rule of construction laid down in Section 901 of this Act. It pro- 
vides that “If any provision of this Act is declared unconstitutional, or 
the applicability thereof to any person or circumstances is held invalid. 
the constitutionality of the remainder of the Act and the applicability 
thereof to other persons and circumstances shall not be affected thereby.” 


Furthermore, our highest court should—as undoubtedly it will—ap- 
proach this question from the direction of the previous court decisions on 
the law of this Act, which tend to support its affirmative answer. With 
respect to these decisions, it suffices now to say: in the leading McDermott 





” That is why they are the most important enforcement amendments of this law yet 
proposed. 

* United States v. William Ray Olsen (CCA-9; 1947), 161 Fed. (2d) 669 [CCH Food 
Drug Cosmetic Law Reports § 7051). 
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case,” the Supreme Court decided that the law of this Act may consti- 
tutionally reach the first sale of a contraband article by the importer 
of it; and, if he is a retailer, follow such article to the shelf of his store 
where it is held for retail sale in intrastate commerce, after its removal 
from the package of interstate shipment. In the latest Walsh case,” 
this Court decided that Section 301 (h) of the Act constitutionally reaches 
a false guaranty for an article sold in intrastate commerce by a purchaser 
who customarily bought it for sale in interstate commerce. In doing 
so, our highest court broadly said: ‘““The Commerce Clause of the Con- 
stitution is not to be interpreted so as to deny to Congress the power 
to make effective its regulation of interstate commerce. Where that 
effectiveness depends upon a regulation or prohibition attaching regard- 
less of whether the particular transaction in issue is interstate or intra- 
state in character, a transaction that concerns a business generally 
engaged in interstate commerce, Congress may act.” In the recent 
Sullivan case,”* the Appeals Court, while deciding that Section 301 (k) 
constitutionally applies only “to the holding for the first sale by the 
importer after interstate shipment,” ** went on broadly to add: “We do 
not doubt, however, that the United States can prohibit the destruction 
of the labeling under which interstate commerce occurred, by any one 
at any time, in order to preserve the evidence of what was done during 
the interstate movement” (etc.). We have previously noted the still 
more recent decision by this Court in the Olsen case that the existing 
seizure law of Section 304(a) follows a contraband article even into 
the home. 

Therefore it is clear, from these decisions and the broad concept 
of “interstate commerce” in other Federal laws and cases,*° that the 
Commerce Clause does more or less sanction the incidental application 
of this Act to a food or drug (etc.) which becomes adulterated or mis- 
branded while it is held for intrastate sale after its interstate shipment. 
If that is so, then the amendments of Section 301 (k) and Section 304(a), 
made by House Bill 4071, are prima facie valid; and it remains for the 
Supreme Court to decide how far their law actually goes in regulating 
intrastate commerce, on a case by case basis as provided in Section 901. 





21 228 U.S. 115. This case arose under the original 1906 Act. 

= United States v. Michael Walsh, 67 S. Ct. 1283 [CCH Food Drug Cosmetic Law 
Reports { 7052). 

73 See footnote No. 15. 

* As previously indicated, this decision has been taken to the Supreme Court for 


review. 
* For example, see the cases under the Federal labor and antitrust laws. 
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Finally, our highest court should—as undoubtedly it will—approach 
the constitutional question before us, from the standpoint of five basic 


considerations. 

The first consideration is that the dominating purpose of this Act 
is to govern the composition and labeling of a food or drug (etc.) in 
the form in which it is held for intrastate sale to the consuming public, 
in order to protect that public from injury through its use. Therefore 
this Act should be liberally construed to effectuate that purpose. 


The second consideration is that it is the intent of Congress in 
thus amending this Act to give it an incidental application to a food or 
drug (etc.) which becomes adulterated or misbranded while held for 
such intrastate sale, in order that its aforesaid purpose may be practically 
realized to the fullest extent and interstate commerce in foods and 
drugs (etc.) may thus be protected, as the report by the House com- 
mittee establishes. Hence this Act should also be liberally construed to 
accomplish that intent. 

The third consideration is that the adulteration or misbranding of a 
food or drug (etc. ) while held for such intrastate sale is a direct burden 
on interstate commerce therein, as the report by this Committee also 
establishes. That is manifestly so where such article bears the name 
of its manufacturer and the result is an impairment of its reputation, 
which interferes with its sale; and especially true where the article is 
so adulterated or misbranded as to endanger public health. Conse- 
quently the amendments under review importantly protect interstate 
commerce in foods and drugs (etc. ). 

The fourth consideration is that this Committee unanimously re- 
ported these amendments for enactment, after carefully investigating the 
question whether they are valid in their application to intrastate com- 
merce. In doing so, it persuasively said, in its report: “The amendments 
* * * rest primarily * * * on the recognized power of Congress to pro- 
vide for appropriate regulation of activities (even though intrastate in 
character) which affect interstate commerce or by which the facilities 
of interstate commerce might be used as an instrument to work harm 
on the public, or which it is necessary to regulate for the purpose of 
making effective its regulation of interstate commerce. * * * The 
Federal Food, Drug, and Cosmetic Act was passed to protect the health 
and pocketbook of the consuming public. * * * In order to prevent 
the frustration and defeat of its purpose, Congress must exercise its power 


House of Representatives Bill 4071 Page 291 





to continue that protection against articles that become filthy, decom- 
posed, deteriorated, or otherwise adulterated or misbranded while await- 
ing sale to the ultimate consumer. * * * There is thus good ground 
for believing that the amendments * * * will be sustained in their 
entirety by the courts.” The foregoing statement has the significance 
that it is made by the House Committee having responsible charge of this 
Act, which is controlled by a conservative and hard-headed Republican 
majority and includes able lawyers who are familiar with the law thereof. 
Hence it is not a committee disposed either to extend the jurisdiction 
of the Federal government unduly, or to encroach on the jurisdiction 
of the state governments unwarrantedly. 


This comment leads directly to the fifth consideration. It is that 
the enactment of these amendments leaves the state governments undis- 
turbed in their authority concurrently to regulate intrastate commerce 
in foods and drugs (etc.), through the exercise of their police power, 
as the report by the House Committee points out. It is significant that 
these amendments have been unanimously approved by the Association 
of Food and Drug Officials, which primarily includes state and city 
enforcement officers. [The End] 


ANNEX A 


House of Representatives Report No. 807, Eightieth Congress, 
First Session 


The Committee on Interstate and Foreign Commerce, to whom was referred the 
bill (H. R. 4071) to amend sections 301 (k) and 304 (a) of the Federal Food, Drug, 
and Cosmetic Act, as amended, having considered the same, report favorably thereon 
without amendment and recommend that the bill do pass. 


What the Bill Does 


The bill makes two amendments to the Federal Food, Drug, and Cosmetic Act 
which are vitally important to continued effective operation of that act. 

Section 301 (k) of the present law, which is enforceable by criminal and injunction 
proceedings, prohibits the doing of any act with respect to an article of food, drug, 
device, or cosmetic, while it is “held for sale” after shipment in interstate commerce, 
if such act results in the article being misbranded. The first section of the bill amends this 
subsection by inserting ‘(whether or not the first sale)" after the words quoted above. 
so as to make it clear that the subsection is not limited to the case where the act 
occurs while the article is held for first sale after interstate shipment. This section also 
extends the coverage of the subsection to acts which result in adulteration, as well as 
those resulting in misbranding. 

Section 304 (a) now authorizes, among other things, seizure and condemnation 
of any article of food, drug, device, or cosmetic that is adulterated or misbranded 
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when introduced into or ‘while in interstate commerce.’ Section 2 of the bill amends 
this provision by inserting after the words “while in interstate commerce’ the words 
“or while held for sale (whether or not the first sale) after shipment in interstate 
commerce.” The language being added, except for the parenthetical expression, is 
identical with language now contained in section 301 (k). 


Need for Amendment to Section 304 (a) 


The necessity for the amendment to section 304 (a) of the act arises from court 
decisions in United States v. Phelps-Dodge Mercantile Company (1946) (157 F. (2d) 
453, certiorari denied, 67 S. Ct. 675). In that case the Circuit Court of Appeals for 
the Ninth Circuit held that the present terms of the law did not authorize seizure and 
condemnation of a food which became contaminated while stored in a warehouse where 
it was placed after its interstate journey. The Supreme Court denied a writ of certiorari 
to review the decision. 

These decisions have brought to an end an important protective public service 
that has been carried out for 40 years under the present law and the original Food 
and Drug Act of 1906. The 1906 act authorized seizure of foods and drugs that became 
adulterated or misbranded after interstate movement had ceased if they remained un- 
loaded, unsold, or in original unbroken packages. Thousands of shipments of foods and 
drugs that became filthy, debased, or deteriorated after interstate transportation were 
seized and condemned under this provision and thereby were prevented from reaching 
the consuming public. The authority to make seizures in such circumstances was never 
challenged by court contest. 

In the supplanting of the act of 1906 with that of 1938 the legislative history 
clearly indicates an intent to make the new law a more effective instrument of consumer 
protection. This committee, in reporting the bill which became the present law, said: 

The measure contains substantially all the features of the old law that have proved 
valuable in promoting honesty and fair dealing. But it amplifies and strengthens the 
provisions designed to safeguard the public health and prevent deception * * *. 

Of the seizure section this committee said: 

Section 304 repeats in substance the seizure provision of the present law but in 
order to guarantee against unreasonable and arbitrary exercise of this authority it limits 
to a single interstate shipment seizure action on misbrandings that are not genuinely 
serious and that have not been the subject of a prior court decision in favor of the 
United States. 

At that time the limitation on seizures for misbrandings not genuinely serious 
was thought to be the only restriction on the seizure provision as compared with the 
old law. It was intended that the words “while in interstate commerce’ be taken as at 
least as inclusive as the language of the old law, “having been transported” [from 
one State to another], “remains unloaded, unsold, or in original unbroken packages.” 


The Phelps-Dodge decision has resulted in frustration of that intent and thus 
revealed a serious defect in the present law. Some 20 percent of the seizures of adulter- 
ated and misbranded foods instituted during recent years involved cases where the 
adulteration clearly resulted from insanitary conditions or other causes during storage 
after interstate shipment. In a great many other cases it would have been impossible 
to prove that contamination or deterioration occurred before the interstate journey 
ended. Even where that fact eventually could have been established through investiga- 
tions, the time required to complete such investigations frequently would have been 
such that much of the unfit material would have reached consumers’ tables or medicine 
cabinets before it could have been seized. 
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From time to time seizures have been made of foods contaminated with toxins 
produced by bacteria. Frequently it is impossible to tell whether the toxin developed 
before or after the end of the interstate journey. The toxins of different organisms cause 
illnesses of varying degrees of seriousness. That caused by the toxin of the botulinus 
organism is of high mortality. Such dangerous products do not appear frequently, 
but when they are found it is vital that there be adequate legal authority to apprehend 
them. The great bulk of the commodities involved in this problem are those which 
become contaminated by rodents, insects, and other vermin. 


Clarification and Extension of 301 (k) 


The insertion of the parenthetical wording “(whether or not the first sale)” 
in section 301 (k) is not designed to change the original intended meaning of the 
section but would simply make it entirely clear that “held for sale” includes the first 
sale and any subsequent sale. As a result of a decision on May 12, 1947, by the 
Circuit Court of Appeals for the Fifth Circuit, in the case of Jordan J. Sullivan v. 
United States, doubts have arisen as to the ultimate judicial interpretation of the present 
language. Language similar to the present language occurs in other congressional 
enactments, such as the Federal Seed Act of 1912, as amended in 1926 (44 Stat. 325, 
326; 7 U. S. C. 116 (b) (2)); the Federal Caustic Poison Act (44 Stat. 1406, 1408; 
15 U. S. C. 404); and the Federal Alcohol Administration Act (49 Stat. 977, 983; 27 
U. S. C. 205 (e)). The insertion of the parenthetical clause by the amendments here 
under consideration is not intended to be taken as a reason for restricting the scope or 
meaning of these earlier enactments. 

The committee's recommendation that section 301 (k) be amended so as to cover 
adulteration as well as misbranding will make this subsection coextensive with section 
304 (a). As so amended the subsection will penalize, among other acts resulting in 
adulteration or misbranding, the act of holding articles under insanitary conditions 
whereby they may become contaminated with filth or rendered injurious to health. 


The present section 301 (k) forbids, first, certain acts with respect to the labeling 
of an article, and, second, “any other act with respect to’ the article itself which results 
in its being misbranded. Under the definitions in the statute adulteration, as well as 
misbranding, may result from a tampering with the labeling; though adulteration 
more often occurs as a result of acts done to or with respect to the article itself. Since 
the section already contains the broad phrase “any other act with respect to” the 
article, and since this phrase is not limited by the preceding enumeration of forbidden 
acts with respect to the labeling, there is no need in making it applicable to adulteration, 
to change the existing statutory language in this regard. 


It seems clear that under the subsection as now in force the rule of ejusdem 
generis would not apply in interpreting the words “or the doing of any other act 
* * *" and it is even more clear that this rule will not apply in the interpretation of 
the subsection as amended by this bill. 


The Enforcement Problem 


It is essential that the seizure authority extend to articles which, while they are 
being held for sale after shipment in interstate commerce, are found to be adulterated 
or misbranded. Without this authority there can be no adequate regulation of illegal 
articles during their actual movement in interstate commerce because of the difficulty 
of showing in many instances whether the offensive condition developed before or after 
the completion of the interstate journey. Many articles which actually were offensive 
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at the time they were introduced into interstate commerce will escape seizure because 
of the impossibility of obtaining proof before distribution to consumers that the condi- 
tion did not develop after interstate transportation. Scientific methods have not 
advanced to the point where they will show infallibly when a particular product became 
debased. One of many examples that might be cited arises in the control of penicillin. 
However carefully packaged and stored, this vitally important drug tends to lose its 
potency. The degree of deterioration may mean the difference between life and death 
of the patient to whom it is administered. There is no known method of examination 
by which the time of loss of potency can be fixed. In many cases no proof could be 
adduced that a sample of deteriorated penicillin collected from a hospital, a drug 
warehouse, or other distributing depot was violative of the act before interstate 
transportation ended. 


The practical reasons for the assertion by Congress of its power over interstate 
commerce, and activities affecting such commerce, in food, drugs, devices, and cosmetics 
to the extent recommended by the committee become apparent in viewing the prob- 
lems of enforcement. More than 25 billions of dollars worth of these commodities 
annually flow through the channels of interstate commerce. As of April 1, 1947, the 
Food and Drug Administration had 229 food and drug inspectors on its rolls. It is 
inevitable—at least in the absence of an increase in inspection personnel beyond anything 
that might be considered practicable—that the bulk of Federal inspection activities 
take place after merchandise has been transported in interstate commerce and while 
it is stored pending further processing or disposition to consumers. The opportunity 
for inspection during interstate transportation is quite inadequate, for obviously an 
inspector cannot accompany each train, truck, or other means of conveyance. Very 
frequently the opportunity for inspection in the hands of interstate consignees is almost 
as restricted, since the shipment may be promptly delivered to one or more distributees. 
Frequently, when inspectors examine articles which are stored under insanitary 
conditions by the interstate consignee, or which are otherwise suspect, the lots sampled 
by the inspector are removed from the establishment promptly after his departure. 


Protection of Interstate Commerce 


It is well known that the defilement of products or deterioration in quality or 
misrepresentation through relabeling or other abusive acts which occur at any time 
before articles have been sold to consumers lead to dissatisfaction and lack of con- 
fidence which depresses the interstate demand for goods of the same type that are 
neither adulterated nor misbranded. Testimony before the committee repeatedly referred 
to that fact. Such abusive acts necessarily and inevitably affect the ability of out-of-State 
manufacturers to continue marketing their products. If the volume of interstate com- 
merce in foods, drugs, devices, or cosmetics is to be maintained and extended it is 
necessary that the integrity of the products be preserved, so far as possible, up to the 
time of purchase by the ultimate consumer. The reputation of any nationally distributed 
product is impaired and the interstate commerce therein is depressed by adulteration or 
misbranding while the article is awaiting sale. This is especially true where such 
adulteration presents a threat to the public health. The misbranding or adulteration 
of drugs while they are being held for sale which renders their use unsafe or unsuitable 
because of failure to bear adequate directions for use or warnings against probable 
misuse, or for any other reason, tends to bring those articles into disrepute and to 
restrict their proper use. Misbranding which results in ineffectual treatment with a 
potent drug, such as those of the sulfonamide group, may render the disease organisms 
immune to the drug. When that resistant strain is spread in the community the 
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sulfonamides are ineffective, even when used by skilled physicians, with the consequence 
that the interstate market for those useful drugs is substantially depressed. 

Most foods, drugs, devices, and cosmetics are distributed on a multi-State scale 
In order to use the facilities of interstate commerce, those articles must be in compliance 
with the act. Most merchants must obtain any such article, either directly or indirectly, 
from an out-of-State source or be without it. Public confidence in the effectiveness of 
interstate regulation inures to the benefit of local distributors through the resulting 
increase in consumer demand. Having accepted the advantages flowing from interstate 
regulation, local distributors should not be left free to do acts which deny to consumers 
the protection Congress intends they should have, and which, in practical effect, appro- 
priate the channels of interstate commerce as an instrumentality for working harm 
upon consumers. 

Power of Congress 


The amendments made by the bill rest primarily, as they must, on the recognized 
power of Congress to provide for appropriate regulation of activities (even though 
intrastate in character) which affect interstate commerce or by which the facilities 
of interstate commerce might be used as an instrument to work harm on the public, or 
which it is necessary to regulate for the purpose of making effective its regulation of 
interstate commerce (Shreveport Case, 234 U. S. 342; McDermott v. Wisconsin, 228 
U. S. 115; Stafford v. Wallace, 258 U. S. 495; Board of Trade of Chicago v. Olsen, 
262 U. S. 1; National Labor Relations Board v. Jones & Laughlin Steel Corp., 301 U. S. 
1; Currin v. Wallace, 306 U. S. 1; Mulford v. Smith, 307 U. S. 38; United States v. Rock 
Royal Co-operative Inc., 307 U. S. 533; United States v. Darby, 312 U. S. 100; United 
States v. Walsh, — U.S. —, May 19, 1947). 

Some of the necessities involved and some of the effects upon interstate com- 
merce are set out in the preceding discussion. 

The Federal Food, Drug, and Cosmetic Act was passed to protect the health 
and pocketbook of the consuming public. Carefully drawn definitions of a wide variety 
of adulterations, misbrandings, and other offenses with respect to foods, drugs, devices, 
and cosmetics are set up by the act, and the channels of commerce are forbidden 
to the offending articles. In order to prevent the frustration and defeat of its purpose, 
Congress must exercise its power to continue that protection against articles that 
become filthy, decomposed, deteriorated, or otherwise adulterated or misbranded while 
awaiting sale to the ultimate consumer. Otherwise the safeguards which were designed 
to maintain the integrity of the products to the end of their interstate journey become 
futile and the purpose of the regulation becomes sterile and fails of fruition. 


Amendments To Apply to Full Extent of Federal Power 


There is thus good ground for believing that the amendments made by the bill 
will be sustained in their entirety by the courts. If that should prove not to be the case, 
however, the validity of their application to some factual situations would seem to be 
beyond serious doubt. (See, for example, McDermott v. Wisconsin, 228 U. S. 115.) 
It is the intention of the committee that, in accordance with the separability clause 
contained in section 901 of the Federal Food, Drug, and Cosmetic Act, the amendments 
are to be applied to any factual situation in which the courts find their application to be 
constitutional, even if in some other situation a contrary conclusion would be reached. 


Testimony Before the Committee 


The hearings on the subject matter of this legislation were held during this session 
on H. R. 3128 and H. R. 3147. Those bills proposed to amend only section 304 (a). 
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It was after the introduction of those bills that the decision in the Sullivan case, 
above referred to, was rendered. As a result of that decision, and discussion in the 
hearings, the committee decided on the advisability of introducing the bill here reported 
dealing with both sections 301 (k) and 304 (a). 


The testimony before the committee, including testimony of representatives of the 
food and drug industry, was overwhelmingly in favor of the merits of the legislation 
on which the hearings were held. The committee feels that there will be no substantial 
opposition to the further changes made by the bill here reported. 


State Authority Not Affected 


The enactment of the proposed amendments would not have the effect of excluding 
State authority in the same field (Savage v. Jones, 225 U. S. 501). The Food and Drug 
Administration has worked cooperatively with the States, and the amendments are not 
intended to disturb that relationship. The needs for consumer protection are such as 
to require at least the combined efforts of Federal and local authorities. 

Approval of these proposed amendments is expressed in the following resolu- 
tion adopted unanimously on June 20, 1947, by the Association of Food and Drug 
Officials, primarily made up of State and city enforcement officers, in its annual confer- 
ence attended by representatives of 32 State-enforcement organizations: 


Resolution 


In the matter of H. R. 3128 and 3147 and S. 1190 now pending before the Congress. 
Whereas recent decisions by the Federal courts have seriously restricted the applicability 
of the Federal Food, Drug, and Cosmetic Act, to interstate shipments of foods, drugs, 
cosmetics, and therapeutic devices that become adulterated or misbranded after the 
completion of their interstate transportation, thus drastically curtailing the public 
protection heretofore afforded under the Federal act; and 

Whereas the States and local authorities have, by common understanding, come 
to rely in great measure upon the Food and Drug Administration for the inspection 
and supervision of interstate shipments of foods, drugs, cosmetics, and devices to insure 
that, from these sources, only products that are free from adulteration and misbranding, 
are delivered to consumers, thus permitting the assignment of the inspectional staffs 
of State and local agencies to problems more particularly concerned with the commerce 
of the States; and 

Whereas the activities of the Food and Drug Administration in connection with 
such goods have been very effective against products which have become contaminated 
with filth, or otherwise adulterated or misbranded at destination; and 

Whereas the Food and Drug Administration has successfully maintained a program 
of surveillance over commodities falling within this category without friction or conflict 
with State law-enforcement agencies exercising like functions with respect to products 
in the commerce of the State; and 

Whereas the funds and facilities of State and local agencies are generally inadequate 
to afford satisfactory consumer protection from abuses which occur in this field unless 
their efforts can be supplemented by enforcement activities under the Federal act; and 

Whereas it has long been the policy and practice of the various State and local 
agencies and the Food and Drug Administration to plan their respective programs so 
that the regulatory activities of each will harmonize with and supplement the operations 
of the other, through the pooling of resources for concerted action where conditions 
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require, or the planning for careful division of work so that personnel can be deployed 
for maximum coverage to give the consuming public and responsible industry the 
greatest degree of protection possible within their respective and concurrent jurisdic- 
tions: Be it therefore 


Resolved, That the Association of Food and Drug Officials of the United States 
in annual conference assembled in Carlsbad, N. Mex., express its firm belief in the sound- 
ness of the proposal to amend section 304 of the Federal Food, Drug, and Cosmetic 
Act so as to extend the jurisdiction of the act to products shipped interstate which may 
become adulterated or misbranded after the interstate transportation has been completed; 
and that such jurisdiction be extended to the limit of the constitutional authority of the 
Congress so as to include not only the first sale but subsequent sales as a means of 
consumer protection and to prevent undue burdens on legitimate interstate commerce; 
and be it further 


Resolved, That it is the belief of this association that the provisions of section 
301 (k) should be extended to prohibit acts which result in adulteration as well as 
misbranding and should be so framed as to be coextensive in all respects with the 
amended seizure provisions of the Food, Drug, and Cosmetic Act as above proposed; 
be it further 


Resolved, That a copy of this resolution be forwarded by air mail to Hon. Charles 
A. Wolverton, chairman, Committee on Interstate and Foreign Commerce, House of 
Representatives; to Hon. Robert Hale, chairman, subcommittee of the House, and to 
Hon. Wallace H. White, Jr., chairman, Committee on Interstate and Foreign Com- 
merce, United States Senate. 


Changes in Existing Law 


In compliance with paragraph 2a of rule XIII of the Rules of the House of Repre- 
sentatives, changes in existing law made by the bill are shown as follows (new matter 
is printed in italics, existing law in which no change is proposed is shown in roman) 


FEDERAL FOOD, DRUG, AND COSMETIC ACT, AS AMENDED 
Prohibited Acts 
Sec. 301. The following acts and the causing thereof are hereby prohibited: 


. * . * 


(k) The alteration, mutilation, destruction, obliteration, or removal of the whole 
or any part of the labeling, or the doing of any other act with respect to, a food, 
drug, device, or cosmetic, if such act is done while such article is held for sale (whether 
or not the first sale) after shipment in interstate commerce and results in such article 
being adulterated or misbranded. 


Seizure 


Sec. 304. (a) Any article of food, drug, device, or cosmetic that is adulteratea 
or misbranded when introduced into or while in interstate commerce or while held for 
sale (whether or not the first sale) after shipment in interstate commerce, or which 
may not, under the provisions of section 404 or 505, be introduced into interstate com- 
merce, shall be liable to be proceeded against while in interstate commerce, or at any 
time thereafter, on libel of information and condemned in any district court of the 
United States within the jurisdiction of which the article is found: * * *. 
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ANNEX B 


Letter from the Federal Security Administrator to the Speaker 
of the House of Representatives 


Dear Mr. SPEAKER: The enforcement operations under the Federal Food, Drug, 
and Cosmetic Act in an area vitally important to the public health and welfare have 
been drastically curtailed by a recent court decision. Prompt legislative action is neces- 
sary if this essential consumer protection is to be restored. 

Seizure of macaroni and spaghetti found to be adulterated with rodent excreta 
and insects was made under section 304 (a) of the act, which provides that articles 
which are “adulterated or misbranded when introduced into or while in interstate com- 
merce * * * shall be liable to be proceeded against while in interstate commerce, or at 
any time thereafter, on libel of information and condemned in any district court of 
the United States within the jurisdiction of which the article is found * * *.” The 
contamination in this case occurred in the rodent- and insect-infested warehouse of 
the interstate consignee where the food was stored in its original unbroken packages. 


The district court held that the defiled food was not adulterated “while in inter- 
state commerce” and dismissed the libel. When the circuit court of appeals affirmed, 
the Department of Justice petitioned the Supreme Court for a writ of certiorari. The 
writ was denied. Thus ends an important protective public service that has been carried 
out for 40 years under the present law and the original pure food and drug law. 


Seizure and condemnation of foods and drugs that became adulterated or mis- 
branded after interstate transportation, but which remained unloaded, unsold, or in the 
original unbroken packages, was authorized by the Food and Drugs Act of 1906; 
thousands of shipments of filthy, debased, and deteriorated foods and drugs were 
thereby prevented from reaching the consuming public. 


The record is replete with evidence that the Congress intended to make the 
1938 act a more effective instrument of consumer protection than the old law. The 
Supreme Court in United States v. Dotterweich (320 U. S. 277), said: 


“* * * Nothing is clearer than that the later legislation was designed to enlarge 
and stiffen the penal net and not to narrow and loosen it. This purpose was unequiv- 
ocally avowed by the two committees which reported the bills of Congress. The 
House committee reported that the act ‘seeks to set up effective provisions against 
abuses of consumer welfare growing out of inadequacies in the Food and Drugs Act 
of June 30, 1906’ (H. Rept. No. 2139, 75th Cong., 3d sess., p. 1). And the Senate 
committee explicitly pointed out that the new legislation ‘must not weaken the existing 
laws,’ but on the contrary ‘it must strengthen and extend that law's protection of the 
consumer.’ (S. Rept. No. 152, 75th Cong., Ist sess., p. 1. [Emphasis added. ] 


There is nothing in the extensive legislative history of the new act, including 
hearings, debates, and committee reports, or in the records made at hearings on appro- 
priation acts where this kind of enforcement has been discussed, that reveals anything but 
approval by the Congress and the industries concerned of the long-standing practice 
of condemning goods which, after their interstate journey had ended, became adulterated 
while unsold or in the original package. Apparently, the Congress was satisfied with 
the administrative interpretation that the language “while in interstate commerce” 
was at least as inclusive as the language of the old law, ** * * having been transported 
[from one State to another], remains unloaded, unsold, or in original unbroken 
packages * * *.” 
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The magnitude of the breach in consumer protection, if it should remain unre- 
paired, is worthy of attention. In the last fiscal year 2,458 seizures of adulterated 
or misbranded food products were made. Approximately 20 percent of these actions 
involved cases where the adulteration clearly resulted from insanitary conditions or 
other causes at the terminal warehouse. In many other cases, moreover, it would have 
been impossible to prove that contamination or deterioration occurred before transporta- 
tion ended. Even where this fact could have been proved it would often have required 
such time-consuming investigations that much unfit food would have reached consumers’ 
tables before legal proceedings could have been instituted. 

With respect to cereal products alone, terminal contamination by rodents and 
insects was responsible for the seizure of 4,250 tons. A lesser proportion of the drug 
seizures was in this category. 

The absence of effective control in this area may result in serious illness and 
fatalities. Recently a number of poisoning cases resulted from cheese contaminated with 
toxin-producing bacteria. Later an employee of the factory confessed—something that 
could not have been proved by any objective examination of the cheese—that a mouse 
drowned in the milk during manufacture and that the mouse, but not the milk, was 
discarded. Since the cheese was shipped very soon after it was made, it is doubtful 
that the toxin had developed before interstate movement ceased. 

The botulinus organism occurs in soil and may thus be present in many foods. 
If processing does not kill it and conditions for its growth are favorable, it elaborates a 
lethal toxin, with the effect of a delayed action bomb. Usually the toxin is produced 
only after the lapse of considerable time—ample for delivery of the food to interstate 
points. 

We strongly recommend that the Congress promptly amend section 304 (a) of the 
act to restore consumer protection to the extensive area of commerce now rendered 
immune from regulation under the act. This could be accomplished by inserting the 
italicized words in the quotation below from section 304 (a) of the act: 

“Sec. 304 (a). Any article of food, drug, device, or cosmetic that is adulterated 
or misbranded when introduced into or while in interstate commerce, or while held 
for sale after shipment in interstate commerce, or which may not, under the provisions 
of section 404 or 505, be introduced into interstate commerce, shall be liable to be 
proceeded against while in interstate commerce, or at any time thereafter, on libel of 
information and condemned in any district court of the United States within the 
jurisdiction of which the article is found: * * *.” 

The wording of the proposed amendment, which relates only to seizures, is similar 
to that in section 301 (k) of the act which makes it a criminal offense to do any act 
with respect to a food, drug, device, or cosmetic while it is being held for sale after 
shipment in interstate commerce if such act results in misbranding the article. Such an 
amendment would therefore be merely a further recognition of the fact that it makes 
no difference to consumers of goods from interstate sources whether adulteration or 
misbranding occurs before introduction into interstate commerce, or during transporta- 
tion in interstate commerce, or while holding for sale after such transportation. 

The Congress has manifested concern in other laws that its purpose of keeping 
offending goods out of interstate commerce be not defeated after interstate shipment by 
the doing of acts to the goods which result in the prescribed offenses. The Federal 
Caustic Poison Act of 1927 contains a criminal provision comparable to section 301 (k). 
and in addition authorizes seizure and confiscation of substances which become mis- 
branded while being held for sale or exchange after interstate shipment. The Federal 
Alcohol Administration Act of 1935, as amended, makes it unlawful to misbrand 
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distilled spirits, wine, or malt beverages held for sale in interstate or foreign commerce, 
or after shipment therein. To a much greater degree than either caustic poisons or 
alcoholic beverages, foods and drugs are the daily concern of all our people. The need 
for eliminating products that become poisonous, deteriorated, or that are defiled by 
rodents and insects, after their transportation in interstate commerce has come to an 
end, is not less than the need for protecting the public against caustic poisons and 
alcoholic beverages that have become misbranded after interstate shipment. 


The protection which Congress has carefully designed to insure the purity and 
wholesomeness of products during their interstate journey should not be thwarted 
by a failure to prescribe adulteration or misbranding which occurs after the transporta- 
tion has ended but before the ultimate commercial transaction has been completed. 


Of the Food, Drug, and Cosmetic Act the Supreme Court has said: ““The purposes 
of this legislation thus touch phases of the lives and health of the people which, in 
the circumstances of modern industrialism, are largely beyond self-protection.” The 
recent court decision has revealed that, through failure to use sufficiently explicit 
language in the seizure section of the act, the purpose of Congress to effectuate 
consumer protection has been defeated in a substantial degree and its safeguards have 
to that extent been rendered futile. It is apparent that the interests of the American 
public are of such magnitude as to require prompt legislative action to assure the 
continuing wholesomeness and fitness for use of articles that have been transported 
interstate. 

The Bureau of the Budget advises that there is no objection to the submission 
of this proposed legislation to the Congress for its consideration. 

Sincerely yours, 
Watson B. MILLER, Administrator. 

Enclosure. 


Same letter to the honorable the President pro tempore, United States Senate, 

Washington 25, D. C. 

A BILL To amend the Federal Food, Drug, and Cosmetic Act of June 25, 1938, as 
amended, by providing for seizure of foods, drugs, devices, and cosmetics that 
become adulterated or misbranded while held for sale after interstate shipment, and 
for other purposes 


Be it enacted by the Senate and House of Representatives of the United States 
of America in Congress assembled, That section 304 (a) of the Federal Food, Drug, 
and Cosmetic Act, as amended (21 U. S. C. 334 (a)), is amended by inserting 
immediately after the words, ‘“when introduced into or while in interstate commerce,” 
the following: ‘‘or while held for sale after shipment in interstate commerce.” 
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Field Observations 





on Food, Drug, and Cosmetic Law Enforcement 


McKay McKInNnown, JR. 


Chief of the New York Station of the Food and 
Drug Administration 


an identification card, signed by the Administrator of the Federal 

Security Agency. By this card the Administrator authorizes each 
inspector under the Federal Food, Drug, and Cosmetic Act to do the 
following things: 


| yan ide FEDERAL FOOD AND DRUG INSPECTOR carries 


1. To conduct examinations and investigations for the purposes of 
the Act, pursuant to Section 702 (a). 


2. To receive all information and documents pertaining to the re- 
ceipt of articles in interstate commerce, as contemplated by Section 303 
(c). 

3. To supervise operations on articles delivered under bond after 
seizure, as required by Section 304 (d). 


4. To have access to all factories and establishments operating under 
emergency permit control, as authorized by Section 404 (c). 
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5. To serve orders pertaining to new drugs, as authorized by 
Section 505 (g). 


6. To inspect records of any department or independent establish- 
ment in the executive branch of the government, as authorized by Section 
702 (c). 


7. At reasonable times to have access to and to copy all records 
showing the movement of articles in interstate commerce or the holding 
of such articles during or after such movement, and the quantity, shipper, 
and consignee thereof, as authorized by Section 703. 


8. To enter, at reasonable times, any factory, warehouse, or estab- 
lishment in which articles are manufactured, processed, packed, or held 
for introduction into interstate commerce, or are held after such introduc- 
tion; to enter any vehicle being used to transport or hold such articles in 
interstate commerce; to inspect such factory, warehouse, establishment, 
or vehicle and all pertinent equipment, finished and unfinished materials, 
containers, and labeling therein; to observe the preparation of such 
articles; and, when necessary to complete the inspection, to purchase 
samples of finished and unfinished articles; as authorized by Section 704. 


9. To inspect written agreements required to be made available for 
inspection by regulations (b) (2) under Section 405 (a) (2), under 
Section 503 (a), and (a) (2) under Section 603, with respect to articles 
exempted from the labeling requirements of the Act by regulations pro- 
mulgated under such sections. 


10. To conduct investigations of coal-tar colors, and to inspect rec- 
ords required to be kept by regulations promulgated under Sections 406 
(b), 504, 604, and 706, for the certification of coal-tar colors. 


11. To perform such other duties and to exercise such further au- 
thority as is required for the efficient enforcement of the Act and regu- 
lations thereunder. 


Pattern of Enforcement of the Administration 


With 230 inspectors operating continuously throughout the United 
States, it is inevitable that the Food and Drug Administration receives 
frequent inquiries on procedural matters from points in all sections of 
the country. Many follow these lines: “Why did this inspector do this?” 
“Why didn't the inspector do that?” Happily, few indicate that the 
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inquirers availed themselves of what Secretary Ickes once termed “the 
God-given right of the American Citizen to belt his public servants with 
verbal vegetables.” There are a few in that vein, too, however. 


A large majority of these inquiries arise from the fact that, while 
the work of the Food and Drug Administration in enforcing the Food, 
Drug, and Cosmetic Act is generally well known, its mechanics of opera- 
tion apparently are a mystery to some manufacturers, distributors, and 
receivers. For this reason, the writer has agreed to set down in informal 
fashion for the Food Drug Cosmetic Law Quarterly the basic pattern of 
enforcement of the Food and Drug Administration. This may provide 
the answer to some questions as they arise. More important, it should 
dispel in the minds of the producing and merchandising segments of the 
food, drug, and cosmetic industries any ideas that the Federal Food, 
Drug, and Cosmetic law is enforced in opportunistic fashion. 


Initial Operation 


Wher the original Food and Drug law was passed in 1906, the staft 
immediately available for enforcement operations consisted of Dr. Har- 
vey W. Wiley and a few of his laboratory and administrative associates. 
In the initial days of force-building, all work was directed from Wash- 
ington and all reports were sent to that point. Laboratories were estab- 
lished throughout the United States, but these acted as focal points for 
analytical work and not as bases for regulatory operation. Inspectors 
were not attached at the outset to these laboratories but operated under 
general instructions and under assignments issuing from Washington 
headquarters. Such was the loosely-knit initial working staff of that 
part of the Bureau of Chemistry dealing with food and drug law enforce- 
ment. 


Establishment of Field Districts 


As time passed, it became obvious that the administrative officials 
functioning in the District of Columbia could not—and could not be ex- 
pected to—visualize potential problems throughout the United States. 
A natural evolution, therefore, of the organization was the development 
of field districts and field stations. District headquarters were estab- 
lished in New York, Chicago, and San Francisco, each under the direc- 
tion of a district chief. Each district in turn was divided into field 
stations, each under the direction of a station chief. Boundary lines were 
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formally set up, and the district chief for each district assumed the re- 
sponsibility for the enforcement of the Food and Drugs Act in that area 
assigned to him. Likewise, each station chief assumed the responsibility 
for the enforcement of the Food and Drugs Act, under the general direc- 
tion of the district chief, in that station territory assigned to him. 


The framework thus created is still the basic pattern for distribution 
of working personnel within tte organization now enforcing the Food, 
Drug, and Cosmetic Act—the Food and Drug Administration of the 
Federal Security Agency. In recent years, each station has further es- 
tablished in its outlying territory resident inspector headquarters, from 
which trained and experienced inspectors operate in enforcing the law. 
When one considers that the entire inspection force of the Food and 
Drug Administration, including chief inspectors, whose duties necessarily 
are primarily administrative in character, numbers 230, it is in no wise 
remarkable that reports of the activities of these investigators never reach 
the majority of the estimated 140 million people within the 48 states. 


Project Method of Operation 


In the early days of enforcement, inspectors, operating at great dis- 
tances from headquarters and guided by general instructions, restricted 
their operations in the main to the development of cases based on abuses 
of long standing. There was no opportunity on the part of the individual 
inspector for specialization. He necessarily served as a collector of sam- 
ples. Experience soon demonstrated that objective enforcement opera- 
tions fell far short of the goal of guaranteeing to the American public 
foods and drugs which complied fully with all requirements of the orig- 
inal statute. It was essential that the enforcing agency develop famil- 
iarity with all phases of food and drug production and distribution. It 
was essential also, if the modest appropriations of the times were to be 
expended to the greatest possible benefit of the consumer, that violations 
be scaled to their relative positions of importance. This led in time to the 
creation of the projeet method of operation, a system which throughout 
its entire existence has been followed by the Food and Drug Adminis- 


tration. 
The project method of operation is quite simple. Based on expe- 


rience, current reports from the field, and evaluation of probable develop- 
ments, the Food and Drug Administration sets up a ‘‘project schedule,” 
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which outlines generally the work to be done in various fields for the 
succeeding year. In descending order, emphasis is given to attention to 
violations involving public health, violations offensive to public decency, 
and violations involving economic cheats. All products amenable to the 
Food, Drug, and Cosmetic Act—foods, drugs, devices, cosmetics, coal- 
tar colors, etc.—are considered in drafting this master plan. 


Each district then implements the master plan to achieve the relative 
coverage outlined for products originating in its territory. Similarly, 
every station patterns its work on the framework set up by the Food and 
Drug Administration as elaborated by the appropriate district head- 
quarters. 

Purpose 

What is the purpose of this painstaking plan-making? What is its 
result? 

First, to accord every manufacturer the same regulatory attention— 
no more, no less—that his competitors receive. Problems of enforce- 
ment are approached on an industry-wide basis. This makes for uniform- 
ity of enforcement. It insures that the same yardstick is used to measure 
compliance at all points within the United States. 


Second, it assures that all consumers receive at the same time the 
same measure of protection through the corrective and preventive opera- 
tions of the Food and Drug Administration. 


Third, such a plan of work envisages and promotes the wise and 
effective utilization of the modest funds allotted for the enforcement of 
the Food, Drug, and Cosmetic Act. 


In instances of an emergency character only do the operations of 
constituent units of the Food and Drug Administration deviate from the 
pattern thus established. 


Operation Begins at the Factory 


The Food and Drug Administration has long held the view that the 
logical place to find a violation is at the point where it occurs. Objective 
sampling is wasteful, time consuming, and uncertain of result. The place 
to determine, for instance, whether a product is being produced under 
sanitary conditions is at the factory, where all the supporting facts are at 
the hand of the investigator. For that reason, the work plan of the Food 
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and Drug Administration begins to operate at the factory. Congress 
recognized the necessity for this method of operation by enacting Section 
704 of the Food, Drug, and Cosmetic Act, and its corollary, Section 301 
(£), both of which are quoted in full below: 

“Sec. 704. For purpose of enforcement of this Act, officers or employees duly des- 
ignated by the Administrator, after first making request and obtaining permission of 
the owner, operator, or custodian thereof, are authorized (1) to enter, at reasonable 
times, any factory, warehouse, or establishment in which food, drugs, devices, or cos- 
metics are manufactured, processed, packed, or held, for introduction into interstate 
commerce or are held after such introduction, or to enter any vehicle being used to 
transport or hold such foods, drugs, devices, or cosmetics in interstate commerce; and 
(2) to inspect, at reasonable times, such factory, warehouse, establishment, or vehicle 
and all pertinent equipment, finished and unfinished materials, containers, and labeling 
therein.” 

“Sec. 301. The following acts and the causing thereof are hereby prohibited: 


“@ . * 


“(f) The refusal to permit entry or inspection as authorized by section 704." 


The congressional intent in the introduction of these provisions is 
shown in the report of the House Committee on Interstate and Foreign 
Commerce of April 14, 1938, accompanying Senate Bill 5 (Report No. 
2139, Seventy-fifth Congress, Third Session, House of Representatives ). 
On page 2 the report states, ‘Authority is provided for inspection of fac- 
tories making interstate shipments, without which the law could not be 
effectively enforced."” On page 12 it adds, ‘Section 704 provides for the 
inspection of factories doing an interstate business. While no such pro- 
vision is in the present law, perhaps more than 95 per cent of food and 
drug manufacturers have invariably given permission to inspect. It is 
only through factory inspection that certain abuses of consumer welfare 
can be established. A notable illustration of this is insanitary manufac- 
turing conditions.” 


It is the view of the Food and Drug Administration that Section 704 
includes the authority to make all observations and to collect all samples 
necessary to enable the inspector to determine whether the plant in- 
spected and its output are in compliance in all respects with the require- 
ments of all applicable sections of the statute. 


Section 402 (a) (4) of the Food, Drug, and Cosmetic Act places 
on the Food and Drug Administration the responsibility to determine if a 
food factory is operating under sanitary conditions; Section 501 (a) (2) 
and Section 601 (c) impose an identical obligation respectively in drug 
and cosmetic fields. A few years ago, in the early days of the Food, 
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Drug, and Cosmetic Act, there were some manufacturers who did not 
grasp fully the hygienic and aesthetic implications of these sections— 
no such requirements existed in earlier legislation. Sanitary inspections 
resulted in irritation and criticism: the inspections took too much time— 
they disrupted plant operations. Nobody could tell superintendents and 
factory managers their “plants were down’ —weren't they there every 
day? 
Sanitary Control 


In many, many instances it was a case of not being able to see the 
forest for the trees. The need for realistic corrective measures soon be- 
came apparent—and industry-wide improvement followed. Employee 
training in sanitation—sanitation schools—plant sanitarians—all have 
had their part in this movement. Parallel industries have been affected 
also. An outstanding example is the increasing effectiveness of eradica- 
tion programs developed by exterminating firms. Forward-looking man- 
ufacturers now view the visits of the Federal Food and Drug Inspector 
as an opportunity to ferret out and correct weaknesses in their sanitary 
set-ups. Inspectors are instructed, as a matter of routine, to point out 
to the manufacturer, i} he is interested, what the inspector believes to be 
failures in sanitary control. 

In the last analysis, the criteria for determining whether the Food, 
Drug, and Cosmetic Act is being violated by a manufacturer are as 
follows: 

(1) Does the firm engage in interstate commerce? 


(2) Are the products as shipped in interstate commerce in compli- 
ance with the law? 

Usually these questions can be finally answered only by the collec- 
tion and examination of samples from interstate shipments of the prod- 
ucts under investigation. 


Majority of Manufacturers Cooperate 


Sometimes manufacturers or shippers refuse to grant request of an 
inspector to review records of distribution of foods, drugs, and cosmetics. 
Various arguments are advanced to support such refusals. One such 
argument is ‘‘that it is none of the government's business!"’ Actually, the 
fact that interstate business is conducted and knowledge of the specific 
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destinations of products shipped by the plant being inspected are very 
much an integral part of the inspection. Knowledge of the location of 
such shipments permits the inspector to obtain the samples under opti- 
mum conditions, with the minimum expenditure of time and funds. The 
shipments can be sampled with the shortest possible time lag and most 
nearly in the identical condition as when shipped. A sample from a ship- 
ment made at or near the time of factory inspection will reflect most 
accurately the conditions under which the food, drug, or cosmetic was 
manufactured. 


It should be stated that the majority of manufacturers accept inspec- 
tion and the procurement of records of interstate shipment as a necessary 
part of the enforcement operation. The Food and Drug Administration 
on its part believes that the frankest and most direct method of acquiring 
facts about a manufacturer's operations and his distributions is to go to 
the manufacturer himself. Those who have a justifiable pride in the in- 
tegrity of their business welcome the opportunity to demonstrate to the 
inspector the extent of their control systems. As has already been said, 
they are alert to accept suggestions as to points where improvements can 
be made. 


The majority of manufacturers also have no hesitation in supplying 
inspectors with names of consignees. They know that the Administra- 
tion has an obligation to make routine checks of the composition of inter- 
state commodities. They know that consignees expect samples to be col- 
lected periodically and do not normally regard such collection as neces- 
sarily casting suspicion on the products sampled. They also know that if 
information regarding the identity of consignees is denied, inspectors in 
pursuit of their duty to obtain samples must make inquiries of a wide 
range of possible consignees with the result that needless suspicion about 
the legality of the product may be aroused. 


Case of U.S. v.75 Cases of Peanut Butter 


In the time elapsed since the passage of the Food, Drug, and Cos- 
metic Act, the matter of refusing to give information on shipments has 
not been litigated; however, the congressional intent appears clear. From 
Committee reports and records of congressional hearings, the desire of 
Congress fully to implement the statute in the interest of the American 
public is obvious. In United States v. 75 cases, more or less, each con- 
taining 24 jars of Peanut Butter, the Fourth Circuit Court reversed an 
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earlier finding by the District Court for the District of Maryland. The 
District Court had held that information on interstate shipments should 
be obtained by application of Section 703 of the Food, Drug, and Cos- 
metic Act, rather than in the course of inspection as provided by Section 
704. In reversing this view, the Circuit Court said: 

“Claimant further contends that it was improper for the inspector to combine a 
factory inspection and an examination of the claimant's invoices. It can hardly be 
assumed that the activities of the Food and Drug Administration are of a pigeon-hole 
nature which demand canalized separation. The Administration operates as a unit in 
furtherance of its primary purpose—the protection of the public. It is not unreason- 
able to assume that packages of food in which filth is found will be sold by the pro- 
ducer. Further, not only is it commensurate with the purpose of the Act to ascertain 
the interstate destination of the food in order to sample it for filth, should the factory 
inspection justify such action; but any other procedure would tend to frustrate the 
enire purpose of the Act.” 2 


“Trade Secrets” Protected 


Probably the most frequently raised objections in the course of fac- 
tory inspection are the objections to revealing the exact composition of 
products manufactured. The question arises most often in the drug and 
cosmetic fields; occasionally where “special dietary” and “‘exotic’’ foods 
are involved. Some manufacturers seem to fear that undue advantage 
will accrue to their competitors should ‘trade secrets” or ‘secret formu- 
lae’’ be divulged to Food and Drug Inspectors. As a matter of fact, there 
is little that “the trade” in any field does not know about the operations 
of its constituent members. As a bulwark, however, against theoretical 
possibilities, Congress included in the Food, Drug, and Cosmetic Act 
two sections which are quoted below: 


“Sec. 301. The following acts and the causing thereof are hereby prohibited: 


a. . . 


“(j) The using by any person to his own advantage, or revealing, other than to 
the Administrator or officers or employees of the Agency, or to the court when relevant 
in any judicial proceeding under this Act, any information acquired under authority 
of section 404, 505, or 704 concerning any method or process which as a trade secret 
is entitled to protection.” 


“Sec. 303. (a) Any person who violates any of the provisions of section 301 shall 
be guilty of a misdemeanor and shall on conviction thereof be subject to imprisonment 
for not more than one year, or a fine of not more than $1000, or both such imprison- 


1 United States Circuit Court of Appeals, Fourth Circuit. No. 5254. (United States of 
America, Appellant, v. 75 Cases, more or less, each containing 24 jars of Peanut Butter. 
labeled in part (jars): “Top Notch Brand’’ and Consolidated Causes, Appellees.) Appeal 
from the District Court for the District of Maryland, at Baltimore. Civil. Decided 
December 1944. 
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ment and fine; but if the violation is committed after a conviction of such person under 
this section has become final such person shall be subject to imprisonment for not more 
than three years, or a fine of not more than $10,000, or both such imprisonment and 
fine.” 

Probably in no other industry are there as many “secret formulae”’ 
as exist in the cosmetic industry. Yet, the Food, Drug, and Cosmetic Act 
itself, in exempting cosmetics from the label statement of ingredients, 
places on the Food and Drug Administration an obligation to protect the 
using public from harmful ingredients of which it can have no knowledge 
or forewarning. To fulfill this obligation, the enforcing agency must 
know what is used in these products. 


In addition, the inspection force of the Food and Drug Administra- 
tion is selected with great care and indoctrinated thoroughly for career 
service. The present operating force of food and drug inspectors in- 
cludes a number of war-service appointees. Even including this number, 
and eliminating from consideration those individuals who through pro- 
motion have come from the inspection force into administrative work, the 
average length of service of the food and drug inspector is nine years. 


Authority for Sampling 


Occasionally a question like this is raised: “What right has an in- 
spector to come into my store and take my merchandise as a sample?” 
The authority for sampling is included in Section 702. In the decision 
of the Fourth Circuit, Wnited States v. 75 cases, more or less, each con- 
taining 24 jars of Peanut Butter, the Court said: 

“Finally, the claimant contends that the taking of samples by (the inspector) was 


illegal. This, we think, is also without merit. Section 372 (b) of the Act (section 
702 b) clearly contemplates the taking of samples.” 


Samples are not taken within the literal meaning of that word. They 
are purchased; and all stations of the Food and Drug Administration 
set aside specific portions of their operating allotments for the purchase 
of samples. All inspectors are instructed to proffer payment for samples 
collected. There are two exceptions only: first, when the sample is col- 
lected from seized merchandise being reconditioned under court order 
after judgment; and, second, where the sample is collected from an im- 
ported shipment offered for entry into the United States and where that 
shipment is detained as illegal. 
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Flow Sheet Accompanying Article 


The chart which appears on pages 312 and 313 is entitled, “Flow 
Sheet of Official Food, Drug, and Cosmetic Samples.” It depicts in se- 
quence the progress of action on an official sample from the time it is col- 
lected until final action is taken. It is largely self-explanatory. It will 
be observed that where full compliance with the law is indicated, the line 
of action is short. On the other hand, where a violation is apparent, the 
conclusions of each reviewing officer are subsequently concurred in or 
disagreed with by his official superior in the Food and Drug Administra- 
tion. After unanimity of conclusion has been demonstrated within the 
Food and Drug Administration, there still remains the critical review by 
the Department of Justice in some cases and by the United States Attor- 
ney in all cases. 


The chart is included, first, to demonstrate graphically the steps 
taken in enforcing the Food, Drug, and Cosmetic Act and, second, to 
dispel the idea that proceedings against goods or against persons are 
ever instituted without careful evaluation of the facts at all Food and 
Drug Administration levels. 


Let there be no feeling that the points covered herein represent the 
reactions of the majority of the seventy-odd thousand manufacturers of 
foods, drugs, and cosmetics amenable to the law. At least 95 per cent of 
this imposing figure accept the enforcement of the Food, Drug, and Cos- 
metic Act for what it is—a proper activity of the national government to 
protect the population of the country—to insure the integrity of the 
nation’s food, drug, and cosmetic supply—and to protect both manufac- 
turer and consumer alike from the fraud and the cheat. 


[The End] 
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The Federal Trade Commission Act 
as Amended 
by the Wheeler-Lea Act 


WILLIAM T. KELLEY AND JAMES W. CASSEDY 


extent the administration and application of the statutes prohibit- 

ing false advertising of foods, drugs, medical devices, and cos- 
metics which were added to the Federal Trade Commission Act by the 
Wheeler-Lea Act of 1938, and will attempt to explain the precise relation 
of these statutes to the Federal Food, Drug, and Cosmetic Act of 1938, 
in purpose, terms, and jurisdiction. 


The Federal Trade Commission, composed of five Commissioners 
appointed by the President and confirmed by the Senate, was organized 
March 16, 1915, under the Federal Trade Commission Act, approved 
September 26, 1914, and amended by the Wheeler-Lea Act, approved 
March 21, 1938. In addition to the administration of these Acts, the 
Commission administers Section 2 of the Clayton Act, as amended by the 
Robinson-Patman Act, prohibiting price and other discriminations, and 
Sections 3, 7, and 8 of the Clayton Act dealing with tying and exclusive 
dealing contracts, acquisition of capital stock, and interlocking director- 
ates, respectively; the Export Trade Act, also known as the Webb- 
Pomerene Law, which, for the purpose of promoting foreign trade, 
permits the organization of associations to engage exclusively in export 
under stated restrictions; the Wool Products Labeling Act of 1939, de- 
signed to protect industry, trade, and the consumer against the evils 
resulting from the unrevealed presence of substitutes and mixtures in 
wool products; and the Lanham Trade-Mark Act, which became effective 


[oe AUTHORS * of this paper will discuss herein to a limited 


* The views expressed herein are those of the authors and do not necessarily represent 
the official position of the Federal Trade Commission. 


The Federal Trade Commission Act as Amended Page 315 





July 5, 1947, and delegated to the Commission certain duties with respect 
to the cancellation of trade-marks registered with the Patent Office. 


The Federal Food, Drug, and Cosmetic Act of 1938 (21 U.S.C. A. 
§ 301 et seq.) is administered by the Food and Drug Administration. 
The original Food and Drug Act of 1906 (34 Stat. 768 et seq.) was 
entitled “An Act for preventing the manufacturt, sale or transportation 
of adulterated or misbranded or poisonous or deleterious foods, drugs, 
medicines, and liquors, and for regulating traffic therein, and for other 
purposes,” and was placed under the administration of the United States 
Department of Agriculture. This Act was amended several times before 
it was replaced by the Federal Food, Drug, and Cosmetic Act of 1938. 
The latter Act was entitled “An Act to prohibit the movement in inter- 
state commerce of adulterated and misbranded food, drugs, devices and 
cosmetics, and for other purposes.” The Department of Agriculture 
was also given administration of other statutes which are concerned with 
the poisonous and deleterious contents of food and drugs, and in dealing 
with such matters the Secretary of Agriculture was empowered to regu- 
late standards and determine the wholesomeness or inferiority of the 
articles. On June 30, 1940, enforcement of the Food, Drug, and Cos- 
metic Act was transferred from the Department of Agriculture to the 
Federal Security Agency, and the Chief of the Food and Drug Admin- 
istration was renamed the Commissioner of Food and Drugs. 


Procedures of Food and Drug Administration 


In administering the provisions of its Act, the Food and Drug 
Administration does not deal with general standards of conduct relating 


William T. Kelley, 
Left, 
General Counsel 
of the Federal 
Trade Commission 


James W. Cassedy, 
Right, 
Assistant General 
Counsel of the 
Federal Trade 


Commission 


Page 316 Food Drug Cosmetic Law Quarterly—September, 1947 





merely to methods, acts, and practices, but deals with statutes specifically 
applicable to concrete situations and substances. These statutes provide 
several methods of investigations and hearings, several types of admin- 
istrative action that may be taken as the result of such investigations and 
hearings, several administrative and judicial procedures, and several 
methods of review over its action as a decision-making agency. 


The basic administrative procedures of the Food and Drug Admin- 
istration include: (1) rule-making proceedings regulating definitions 
and standards of identity, quality, and quantity; (2) proceedings relat- 
ing (a) to permits issued by the Commissioner applicable to certain 
foods, (b) to certification of coal tar colors, and (c) to new drugs in- 
troduced into interstate commerce; (3) proceedings in connection with 
inspection of factories, warehouses, and other establishments, copying 
carriers’ records showing interstate shipment of foods, drugs, medical 
devices, or cosmetics, and records of persons holding such goods after 
shipment; and (4) proceedings relating to exclusion of imports. 


The basic judicial enforcement procedures of the Food and Drug 
Administration are handled in the name of the United States by the De- 
partment of Justice in the United States District Courts, Circuit Courts 
of Appeals and Supreme Court. These procedures include: (1) injunc- 
tive proceedings to restrain certain violations of the Act (Section 302 


[21 U.S. C. A. § 332] ); (2) criminal proceedings with fine or imprison- 
ment as the penalty (Sections 303 and 305 [21 U.S. C. A. §§ 333 and 
335] ); and (3) seizure proceedings consisting of libel for condemnation 
with forfeiture and either destruction, disposition by relabeling or recon- 
ditioning, or sale of the articles as the penalty (Section 304 [21 U. S. 
C. A. § 334]). 


Federal Trade Commission Procedures 


In administering the provisions of its Act, the Federal Trade Com- 
mission derives its vital force from the general standards of conduct set 
forth in Section 5 (a), declaring “unfair methods of competition in com- 
merce and unfair or deceptive acts or practices in commerce” to be 
unlawful, and from the provisions of its Act providing quasi-judicial 
machinery and a body of experts to prohibit by cease and desist orders 
the methods, acts, and practices included within these standards. Other 
subsections of Section 5 set forth the procedural machinery by means of 
which the Federal Trade Commission acts as a quasi-judicial body. 
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The procedural machinery set forth therein provides for adversary 
proceedings which include the issuance of a formal complaint, for notice 
and hearing,’ for appropriate findings as to the facts supported by (sub- 
stantial) evidence, an appropriate order to cease and desist, and for 
judicial review in United States Circuit Courts of Appeals and the 
Supreme Court. Subsection 5 (1) provides for civil penalties of not 
more than $5,000 for each violation of Commission orders to cease and 
desist, which may be recovered by civil action brought by the Attorney 
General in the name of the United States in United States District 
Courts. 


In addition to formal adversary proceedings, the Commission may 
withhold the issuance of a formal complaint and extend an opportunity 
to execute a stipulation satisfactory to the Commission, in which the 
proposed respondent, after admitting the material facts, agrees to cease 
and desist from, and not to resume, such unfair methods of competition 
or unfair or deceptive acts or practices. It is not the policy of the Com- 
mission thus to dispose of matters involving intent to defraud or mislead, 
false advertisement of foods, drugs, devices, or cosmetics which are 
inherently dangerous or where injury is probable, and certain other 
matters where the Commission is of the opinion that such procedure 
will not be effective in preventing continued use of the unlawful method, 
act, or practice. The Commission reserves the right in all cases, for any 
reasons which it regards as sufficient, to withhold this privilege. Stipu- 
lations after acceptance by the Commission are matters of public record. 


The Commission also provides what is known as trade practice 
conference proceedings. Rules for the elimination and prevention of 
unfair trade practices on an industry-wide basis are established by the 
Commission under the trade practice conference procedure, the require- 
ments for which are contained in the Commission's published Rules of 
Practice. This procedure permits the organization and utilization of 
cooperative effort among members of an industry for elevating the 
standards of business ethics and preventing unfair methods of competi- 
tion and other trade abuses that are contrary to the laws administered 
by the Commission. 

2 With respect to hearings, Commission rules of practice provide that ‘‘all proper 
parties may be represented by counsel and all fundamental rights such as cross-examina- 


tion of witnesses, adduction of evidence, objections, exceptions, motions, appeals, and the 
submission of briefs and oral argument are preserved to the respondents.”’ 
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Section 5 (a) of the Federal Trade Commission Act, as amended 
by the Wheeler-Lea Act, declaring “‘unfair methods of competition in 
commerce and unfair or deceptive acts or practices in commerce’’ to be 
unlawful, is applicable to any methods, acts, or practices within the scope 
of these general standards of conduct, and is applicable to labels, label- 
ing, and advertising of all commodities, including foods, drugs, medical 
devices, and cosmetics. The Wheeler-Lea Act of 1938 also added Sec- 
tions 12 through 18 (15 U. S. C. A. §§ 52-58) to the Federal Trade 
Commission Act. These statutes are specifically applicable to false 
advertising, other than labeling, of food, drugs, medical devices, and 
cosmetics. 


Coordinated Action Intended 


The common purpose of the statutes administered by the Federal 
Trade Commission and the Food and Drug Administration, specifically 
prohibiting false advertising, adulteration, and misbranding of food, 
drugs, medical devices, and cosmetics, is to protect the consuming public 
from injury to health. Of course, to some extent it is the purpose of these 
special statutes to protect the purchasing public from economic injury, 
but, in a broader sense, it is the purpose of Section 5 of the Federal 
Trade Commission Act, which is applicable to all commodities, to protect 
the public from economic injury as well as injury to health resulting from 
“unfair methods of competition in commerce” and from “unfair or decep- 
tive acts or practices in commerce.” It was intended by Congress in the 
enactment of these statutes that the Federal Trade Commission and the 
Food and Drug Administration would administer them without conflict 
of effort or unnecessary duplication, through cooperative and coordinated 
action, so as to provide the public with maximum protection from both 
economic injury and injury to health. 


“Unfair Methods of Competition in Commerce” 


The provision in Section 5 (a) of the Federal Trade Commission 
Act, as originally enacted, declaring that “unfair methods of competition 
in commerce” are unlawful, was purposely not defined by Congress. 
The Senate Committee on Interstate Commerce reported: 


“The Committee gave careful consideration to the question as to whether it 
would attempt to define the many and variable unfair practices which prevail in com- 
merce and to forbid their continuance or whether it would, by a general declaration 
condemning unfair practices, leave it to the Commission to determine what practices 
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were unfair. It concluded that the latter course would be the better, for the reason, 
as stated by one of the representatives of the Illinois Manufacturers’ Association, that 
there were too many unfair practices to define, and after writing 20 of them into the 
law it would be quite possible to invent others."" (Senate Report No. 597, Sixty-third 
Congress, Second Session, June 13, 1914.) 


This intention was further manifested by the House Managers of 
the Conference Committee, who reported: 


“It is impossible to frame definitions which embrace all unfair practices. There 
is no limit to human inventiveness in this field. Even if all known unfair practices 
were specifically defined and prohibited, it would be at once necessary to begin over 
again. If Congress were to adopt the method of definition, it would undertake an 
endless task. It is also practically impossible to define unfair practices so that the 
definition will fit business of every sort in every part of this country. Whether competi- 
tion is unfair or not generally depends upon the surrounding circumstances of the 
particular case. What is harmful under certain circumstances may be beneficial under 
different circumstances.” (House Report No. 1142, Sixty-third Congress, Second 
Session, September 4, 1914.) 


In discussing the functions of the Federal Trade Commission and 
the purpose of Section 5 (a) as originally enacted, the Supreme Court, in 
Federal Trade Commission v. Raladam Co., 283 U. S. 643, 647, 648, 
speaking through Justice Sutherland, stated: 


“Section 5 of the Trade Commission Act is supplementary to the Sherman Anti- 
Trust Act and the Clayton Act. Federal Trade Comm. v. Beech-Nut Co., 257 U. S. 
441, 453. The latter was discussed and passed at the same session of Congress. The 
Sherman Act deals with the contracts, agreements, and combinations which tend to 
the prejudice of the public by the undue restriction of competition or the undue ob- 
struction of the due course of trade, United States v. American Tobacco Co., 221 U. S. 
106, 179; and which tend to ‘restrict the common liberty to engage therein.’ United 
States v. Patten, 226 U. S. 525, 541. 


“The Clayton Act, so far as it deals with the subject, was intended to reach in 
their incipiency agreements embraced within the sphere of the Sherman Act. Standard 
Fashion Co. v. Magrane-Houston Co., 258 U. S. 346, 355-357. The object of the 
Trade Commission Act was to stop in their incipiency those methods of competition 
which fall within the meaning of the word ‘unfair.’ “The great purpose of both statutes 
was to advance the public interest by securing fair opportunity for the play of the 
contending forces ordinarily engendered by an honest desire for gain.’ Federal Trade 
Comm. v. Sinclair Co., 261 U. S. 463, 476. All three statutes seek to protect the 
public from abuses arising in the course of competitive interstate and foreign trade. 
In a case arising under the Trade Commission Act, the fundamental questions are, 
whether the methods complained of are ‘unfair,’ and whether, as in cases under the 
Sherman Act, they tend to the substantial injury of the public by restricting competi- 
tion in interstate trade and ‘the common liberty to engage therein.” The paramount 
aim of the act is the protection of the public from the evils likely to result from the 
destruction of competition or the restriction of it in a substantial degree, and this 
presupposes the existence of some substantial competition to be affected, since the 
public is not concerned in the maintenance of competition which itself is without real 
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substance. Compare /nternational Shoe Co. v. Federal Trade Comm., 280 U. S. 291, 
297-299. 

“The bill which was the foundation of the Act, as it first passed the Senate, de- 
clared ‘unfair competition’ to be unlawful. Debate apparently convinced the sponsors 
of the legislation that these words, which had a well settled meaning at common law, 
were too narrow. When the bill came from conference between the two Houses, 
these words had been eliminated and the words ‘unfair methods of competition’ substi- 
tuted. Undoubtedly the substituted phrase has a broader meaning but how much broader 
has not been determined. It belongs to that class of phrases which does not admit of 
precise definition, but the meaning and application of which must be arrived at by 
what this court elsewhere has called ‘the gradual process of judicial inclusion and 
exclusion. Davidson v. New Orleans, 96 U. S. 97, 104. The question is one for the 
final determination of the courts and not of the Commission. Federal Trade Comm. 
v. Gratz, 253 U. S. 421, 427; Federal Trade Comm. v. Beech-Nut Co., supra, p. 453 
[257 U. S. 441].” 


Continuing this discussion in the case of Schechter Corp. v. United 
States, 295 U.S. 495, 532 (1935), the Supreme Court, speaking through 
Chief Justice Hughes, stated: 


“The Federal Trade Commission Act (§5) introduced the expression ‘unfair 
methods of competition, which were declared to be unlawful. That was an expression 
new in the law. Debate apparently convinced the sponsors of the legislation that 
the words ‘unfair competition, in the light of their meaning at common law, were 
too narrow. We have said that the substituted phrase has a broader meaning, that 
it does not admit of precise definition, its scope being left to judicial determination as 
controversies arise. Federal Trade Comm'n v. Raladam Co., 283 U. S. 643, 648, 649; 
Federal Trade Comm'n v. Keppel & Bro., 291 U. S. 304, 310-312. What are ‘unfair 
methods of competition’ are thus to be determined in particular instances, upon evi- 
dence, in the light of particular competitive conditions and of what is found to be a 
specific and substantial public interest. Federal Trade Comm'n v. Beech-Nut Packing 
Co., 257 U. S. 441, 453; Federal Trade Comm'n v. Klesner, 280 U. S. 19, 27, 28: 
Federal Trade Comm'n v. Raladam Co., supra; Federal Trade Comm'n v. Keppel & 
Bro., supra; Federal Trade Comm'n v. Algoma Lumber Co., 291 U. S. 67, 73. To make 
this possible, Congress set up a special procedure. A Commission, a quasi-judicial 
body, was created. Provision was made for formal complaint, for notice and hearing, 
for appropriate findings of fact supported by adequate evidence, and for judicial 
review to give assurance that the action of the Commission is taken within its statu- 
tory authority. Federal Trade Comm'n v. Raladam Co., supra; Federal Trade Comm'n 
v. Klesner, supra.” 


Since the original enactment of Section 5 (a), many types of trade 
practices have been determined by the Commission and confirmed by the 
United States Circuit Courts of Appeals and Supreme Court to violate 
this statute. Among these, one of the most common is the dissemination 
and use of false and misleading representations in advertising and label- 
ing of commodities sold in interstate commerce. Such representations 
may be disseminated in newspapers, magazines, radio broadcasts, circu- 
lars, circular letters, brochures, placards, pamphlets, labels, labeling, and 
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in any other media. These representations include, among other things, 
misrepresentation of a manufacturer's or advertiser's business status, the 
price or origin of the commodity offered for sale, the results the product 
will achieve, approval by the Federal government, the quality, quantity, 
or composition of the commodity offered for sale, misrepresentation by 
the simulation of a competitor's name, mark, or design, the disparage- 
ment of a competitor's product, and the failure to disclose material facts 
concerning the commodity offered for sale. 


The United States Supreme Court and a number of Circuit Courts 
of Appeals have repeatedly upheld the jurisdiction of the Commission 
to prohibit by cease and desist order ‘‘unfair methods of competition in 
commerce” consisting of the dissemination of such false and misleading 
representations in labels, labeling, and advertising of all commodities, 
including foods, drugs, medical devices, and cosmetics. Federal Trade 
Commission v. Winsted Hosiery Co., 258 U. S. 483 (1922) (wool prod- 
ucts); Royal Baking Powder Co. v. Federal Trade Commission, 281 Fed. 
744 (CCA-2, 1922) (food); Federal Trade Commission v. Good Grape 
Co., 45 Fed. (2d) 70 (CCA-6, 1930) (food); Federal Trade Commis- 
sion v. Kay, 35 Fed. (2d) 160 (CCA-7, 1929), certiorari denied 1930 
(drug); Federal Trade Commission v. Morrissey, 47 Fed. (2d) 101 
(CCA-7, 1931) (food); Fioret Sales Co. v. Federal Trade Commission, 
100 Fed. (2d) 358 (CCA-2, 1939) (cosmetic); Justin Haynes & Co., 
Inc. v. Federal Trade Commission, 105 Fed. (2d) 988 (CCA-2, 1939), 
certiorari denied 308 U. S. 616 (drug); Dr. W. B. Caldwell, Inc. v. 
Federal Trade Commission, 111 Fed. (2d) 889 (CCA-7, 1940) (drug); 
Parfums Corday, Inc. v. Federal Trade Commission, 120 Fed. (2d) 808 
(CCA-2, 1941) (cosmetic); Etablissements Rigaud v. Federal Trade 
Commission, 125 Fed. (2d) 590 (CCA-2, 1942) (cosmetic); Fresh 
Grown Preserve Corporation, et al. v. Federal Trade Commission, 125 
Fed. (2d) 917 (CCA-2, 1942) (food); Houbigant, Inc. v. Federal 
Trade Commission, 139 Fed. (2d) 1019 (CCA-2, 1944) (cosmetic); 
Charles of the Ritz Distributors Corp. v. Federal Trade Commission, 
143 Fed. (2d) 676 (CCA-2, 1944) (cosmetic). 


Jurisdiction of Commission Limited 


The jurisdiction of the Commission to prohibit “unfair methods of 
competition in commerce’ by cease and desist orders has been limited 
by the decision of the Supreme Court in the case of Federal Trade Com- 
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mission v. Raladam Company, 283 U. S. 643 (1931). In this case, the 
Commission's complaint charged that “the acts and practices of the re- 
spondent [Raladam Company] are all to the prejudice of the public and 
of competitors of respondent * * * and constitute unfair methods of 
competition.” Upon completion of the case, the Commission issued a 
cease and desist order. The findings of fact in general followed the 
language of the complaint. There was no finding of prejudice or injury 
to any competitor, but the conclusion was drawn from the findings of 
fact that the practice of Raladam Company was to the prejudice of the 
public and Raladam Company's competitors, and constituted an unfair 
method of competition. In considering this case, the Supreme Court, 
speaking through Justice Sutherland, stated: 

“* * * If the necessity of protecting the public against dangerously misleading 
advertisements of a remedy sold in interstate commerce were all that is necessary to 


give the Commission jurisdiction, the order could not successfully be assailed. But 
this is not all. 


“By the plain words of the act, the power of the Commission to take steps look- 
ing to the issue of an order to desist depends upon the existence of three distinct pre- 
requisites: (1) That the methods complained of are unfair; (2) that they are methods 
of competition in commerce; and (3) that a proceeding by the Commission to prevent 
the use of the methods appears to be in the interest of the public. We assume the 
existence of the first and third of these requisites; and pass at once to the considera- 
tion of the second. 


* * 


“It is obvious that the word ‘competition’ imports the existence of present or 
potential competitors, and the unfair methods must be such as injuriously affect or 
tend thus to affect the business cf these competitors—that is to say, the trader whose 
methods are assailed as unfair must have present or potential rivals in trade whose 
business will be, or is likely to be, lessened or otherwise injured.” 


Necessity for Amendment 


The necessity for amendment of the Federal Trade Commission 
Act was made manifest by this decision, and, in its annual report to 
Congress for the fiscal year ended June 30, 1935, the Commission recom- 
mended “that Section 5 be amended so as to specifically prohibit not only 
unfair methods of competition in commerce but also unfair or deceptive 
acts or practices in commerce,” and stated “this recommendation is made 
in order to give the Commission clear jurisdiction over a practice which 
is unfair or deceptive to the public and is not necessarily unfair to a 
competitor. There are times when such a practice is so universal in an 
industry that the public is primarily injured rather than individual com- 
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petitors. In such cases it is very difficult, even impossible, to show injury 
to competitors, but the injury to the public is manifest." These recom- 
mendations were repeated in the Commission's annual reports for the 
fiscal years ended June 30, 1936, and June 30, 1937. In its letters of 
February 11, 1936, to the Senate Committee on Interstate Commerce 
and to the House Committee on Interstate and Foreign Commerce, the 
Commission stated that “without these amendatory words, there is a 
question whether the Commission has jurisdiction of a case of deceptive 
or other unfair practices where it develops that the offender has no 
competitor but has a monopoly in his field, or that all competitors in the 
industry are equally guilty. However much the public interest may be in 


need of protection in such case, the Commission may be powerless to 
wa” **." 
Congressional Intent 


Legislative history fully records the intent of Congress with respect 
to the relation of the Federal Trade Commission Act, as amended by the 
Wheeler-Lea Act, to the Federal Food, Drug, and Cosmetic Act of 
1938. During the debate in the House of Representatives at the First 
Session of the Seventy-fifth Congress, Congressman Reece discussed 
this subject in a very informative manner, a part of which follows: 


“* * * The Federal Trade Commission since its inception has been charged 
with the responsibility of enforcing the false-advertising provisions of the law. This 
bill simply strengthens the present law to enable the Commission to enforce the law 
effectively as it relates to food, drugs, devices, and cosmetics when injury to health 
is involved or where there is an intent to defraud the public. 


“From the beginning of the agitation to amend and modernize the Food and Drug 
Act, passed 30 years ago, a serious controversy has been over the question of where 
jurisdiction over advertising of food, drugs, devices, and cosmetics should be lodged. 
At present all jurisdiction over advertising is lodged in the Federal Trade Commis- 
sion. By the late unlamented and so-called Tugwell bill and its successor, the Copeland 
bill, which the Senate passed in the last Congress, such jurisdiction would have been 
conferred upon the Food and Drug Administration of the Department of Agriculture. 
However, the Senate bill expressly said that none of the present powers of the 
Federal Trade Commission should be diminished. Thus enactment of the Copeland 
dill would have meant the setting up of jurisdiction over false and misleading advertis- 
ing in the Food and Drug Administration under the Copeland bill and the continuation 
of such jurisdiction in the Federal Trade Commission under section 5 of its organic act. 


“The House Interstate and Foreign Commerce Committee gave this matter most 
thoughtful consideration and finally voted overwhelmingly against dual jurisdiction 
and in favor of continuation of exclusive advertising jurisdiction in the Federal Trade 
Commission, where jurisdiction over the advertising of all commodities, whether food, 
drugs, or what not, is and has been since the passage of that act in 1914. The House 
itself in the last Congress overwhelmingly approved its committee's action. However, 
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that bill died in conference during the legislative log jam which attended the closing 
days of the session. 


“When this Congress met the matter again came up, and food and drug bills 
were again introduced. Also, the able gentleman from California [Mr. Lea], who 
had succeeded the present majority leader, Mr. Rayburn, as chairman of the Interstate 
and Foreign Commerce Committee, introduced a bill amending the Federal Trade 
Commission Act. Chairman Lea evolved the idea that instead of writing advertising 
provisions into the Food and Drug Act it would be more consistent with sound legisla- 
tive policy to eliminate all reference to advertising in the food and drug bill and to so 
amend the Federal Trade Commission Act as to give to that Commission all necessary 
power to effectively prevent the dissemination of false and misleading advertising. 


“This plan of thesgentleman from California met with the approval of his com- 
mittee, and the committee reported out what is now known as the Lea bill, which is a 
substitute for the Senate bill sponsored by the senior Senator from Montana, Senator 
Wheeler, amending the Federal Trade Commission Act and containing sections dealing 
with the advertising problem. It is this bill that is before you. 


“As a member of the Interstate and Foreign Commerce Committee, I, with a 
number of my colleagues, have worked diligently and earnestly to write two bills 
which will accomplish necessary reform in food and drug control and do all that the 
Government may do to prevent the dissemination of false and misleading advertising. 
The bill amending the Federal Trade Commission Act and dealing specifically with 
advertising is before you for action. It is to be followed by a food-and-drug bill 
which I, as a member of the committee, believe will give the Food and Drug Admin- 
istration of the Department of Agriculture ample authority with which to effectively 
regulate and control the food, drug, device, and cosmetic industries. If the House 
passes these two bills, I believe that agreements on such legislation can be effected with 
the other branch of Congress and we will have equipped two appropriate agencies 
of the Federal Government with all of the authority and power necessary to properly 
regulate the food, drug, device, and cosmetic industries, to prevent the dissemination 
of unlawful advertising, and protect the public. 


“No legislation that Congress enacts is ever acceptable to everybody. Some may 
say that the Lea bill is not sufficiently exacting, while others are likely to criticize it in 
that it goes too far and gives the Federal Trade Commission too much power. Per- 
sonally, I am of the opinion that your committee, in striking a happy medium, has 
done an excellent job and that this is the best bill on the subject that ever has been 
offered in either branch of the Congress. It ought to pass, as I believe it will pass, 
and thus accomplish the solution of an important problem that has been before the 
Congress for many years.” 


At the same session of Congress, Congressman Lea, one of the 
authors of the Wheeler-Lea Act, stated: 


“The question of advertising largely pertains to the economic field. For instance, 
many of the advertisements which refer to food do not involve the question of health. 
The technical organization of the Food and Drug Administration is in no position 
to exercise the broad jurisdiction over advertising which is required. Why split up 
advertising? The Federal Trade Commission has sole jurisdiction of it today, and 
such jurisdiction ought to remain there. A great institution making a study of govern- 
ment organization has recommended that the Food and Drug Administration be put 
under the Federal Trade Commission as subordinate to that organization. It would 
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be a great mistake to divide advertising and say that one kind of an advertisement 
should go one place and a different kind to another place, when a very high per- 
centage of all advertisements involve economic questions. * * *” 


In considering this legislation in the Senate at the same session of 
Congress, Senator Wheeler, also an author of the Wheeler-Lea Act, 
stated: 


“The Federal Trade Commission has always had jurisdiction over false advertis- 
ing of foods, drugs, devices, and cosmetics as well as over all other commodities. The 
new provisions of this bill dealing with those specific commodities do not confer upon 
the Commission jurisdiction which it does not now possess but are designed to make 
its control of such advertising more effective. Control over labeling and condemna- 
tion, through seizure proceedings, of these same products remains, where it has always 
rested, with the Food and Drug Administration of the Department of Agriculture. 
No jurisdiction is taken from that Department, which has never exercised control over 
the false advertisement of foods and drugs. 

“Broadly speaking, this legislation is designed to give the Federal Trade Com- 
mission jurisdiction over unfair acts and practices for consumer protection to the same 
extent that it now has jurisdiction over unfair methods of competition for the protec- 
tion of competitors. 

“More stringent control over the advertising of these four commodities has been 
provided because their use directly affects the consumer's health rather than his pocket- 
book.” 


At the same session of Congress, the Committee on Interstate and 
Foreign Commerce of the House of Representatives, in part, reported: 


“The Federal Trade Commission has the machinery and trained personnel to in- 
vestigate in a proceeding against false advertising of all industries and all commodities. 
The common motive of false advertisement is the same in every line of industry, to 
gain an economic advantage through defrauding or misleading the purchased [pur- 
chaser]. This method of protecting the public should be harmonized and unified 
under one organization with consistent and uniform methods of enforcement and 
penalization. Efficiency, uniformity, and economy suggest this course. This legislation 
is framed with that purpose in mind. 


“The Federal Trade Commission as an independent quasi-judicial body, has a 
procedure better calculated to handle multitudinous types of advertising and to do its 
work to the greater confidence and satisfaction of the public than any purely admin- 
istrative body. Its work carries with it the combined elements of searching investiga- 
tion, orderly procedure, prevention rather than penalization in minor cases, and that 
judicial fairness that is essential to the enlistment of confidence by the public.” 


W heeler-Lea Amendments 


The enactment of the Wheeler-Lea amendments to the Federal 
Trade Commission Act, which became effective March 21, 1938, left un- 
disturbed the jurisdiction of the Commission under Section 5 to prohibit 
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by cease and desist order ‘‘unfair methods of competition in commerce” 
and added thereto the additional authority to prohibit by cease and desist 
order “unfair or deceptive acts or practices in commerce,” thus avoiding 
the limitations placed upon the jurisdiction of the Commission by the 
Raladam decision and at the same time conferring upon the Commission 
jurisdiction over unfair and deceptive acts and practices for consumer 
protection to the same extent that the Commission theretofore had over 
unfair methods of competition for the protection of competitors. The 
intent of Congress with respect thereto was expressed by the Committee 
on Interstate and Foreign Commerce of the House of Representatives in 
its report, as follows: 


“By the proposed amendment to Section 5, the Commission can prevent such acts 
or practices which injuriously affect the general public as well as those which are 
unfair to competitors. In other words, this amendment makes the consumers who may 
be injured by an unfair trade practice of equal concern, before the law, with the 
merchant or manufacturer injured by the unfair methods of a dishonest competitor.” 


In commenting upon the Wheeler-Lea amendment to Section 5 (a), 
the Circuit Court of Appeals for the Third Circuit, in Pep Boys v. Fed- 
eral Trade Commission, 122 Fed. (2d) 158 (CCA-3, 1941 ), stated: 


‘“* * * When the Supreme Court was required to pass thereon in Federal Trade 
Commission v. Raladam Co., [283 U. S. 643, 51 S. Ct. 587] it emphasized competition 
and minimized public interest, by holding there must be a finding or evidence from 
which the conclusion legitimately can be drawn, that the unfair methods of competi- 
tion substantially injure or tend to injure the business of a competitor or of competitors 
generally whether legitimate or not. It is said the decision provoked serious criticism 
in many quarters because it left the consumer virtually unprotected by weakening if 
not actually nullifying the powers expressly delegated to the commission for the 
protection of the public and the consumer. Whether or not the criticism was justified 
is now immaterial because Federal Trade Commission v. Royal Milling Co., et al. 
[288 U. S. 212, 53 S. Ct. 335] and Federal Trade Commission v. Algoma Lumber 
Co. [291 U. S. 67, 54 S. Ct. 315] paved the way for Federal Trade Commission v. 
R. F. Keppel & Bros., Inc., [291 U. S. 304, 54 S. Ct. 423] wherein the court recog- 
nized the Commission's jurisdiction in cases of unfair trading regardless of whether 
or not it is the public in general or a particular class of competitors whose interest 
demands the suppression of the practice complained of. This recognition of public 
interest was approved by Congress in 1938 with the enactment of the Wheeler-Lea 
Act, the pertinent part of which reads: ‘Unfair methods of competition in commerce, 
and unfair or deceptive acts or practices in commerce, are hereby declared unlawful.’ 
The failure to mention competition in the later phase shows a legislative intent to re- 
move the procedural requirement set up in the Raladam case and the Commission can 
now center its attention on the direct protection of the consumer where formerly it 
could protect him only indirectly through the protection of the competitor.” (Italics 
supplied.) 
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The Circuit Court of Appeals for the Second Circuit, in Fresh 
Grown Preserve Corp. v. Federal Trade Commission, 125 Fed. (2d) 
917 (CCA-2, 1942), stated: 


“The amendment to Section 5 did not modify the term ‘unfair methods of com- 
petition in commerce’ but made unlawful what were called ‘unfair or deceptive acts 
or practices in commerce’ and by so doing enlarged instead of lessened the scope of 
the jurisdiction of the Commission.” 


Commission Given More Control Over False Advertisements 


In the enactment of Sections 12 through 18, which were added to 
the Federal Trade Commission Act by the Wheeler-Lea Act, Congress 
gave to the Commission more effective and necessary control over false 
advertisements of food, drugs, devices, and cosmetics. Section 12 (a) 
(15 U. S. C. A. §52 (a)), makes it “unlawful for any person * * * 
to disseminate * * * any false advertisement” of food, drugs, devices 
and cosmetics by means of the “United States mails, or in commerce by 
any means, for the purpose of inducing, or which is likely to induce,’ 
any purchase thereof, or “By any means, for the purpose of inducing, or 
which is likely to induce,” their interstate purchase. Section 12 (b) (15 
U. S. C. A. § 52 (b)), provides that the dissemination of any false ad- 
vertisement prohibited by § 12 (a) “shall be an unfair or deceptive act or 
practice in commerce within the meaning of Section 5.” 


Section 13 (15 U.S. C. A. § 53), authorizes the Commission, when 
it believes such action to be “to the interest of the public,’ to seek a 
temporary injunction restraining ‘‘the dissemination of any advertisement 
in violation of Section 12’’ pending the issuance and disposition ‘‘of a 
complaint by the Commission under Section 5." Section 14 (15 U. S. 
C. A. § 54), provides that the violation of “any provision of Section 
12 (a)” shall be a misdemeanor “if the use of the commodity advertised 
may be injurious to‘health * * * or if such violation is with intent to de- 
fraud."’ And Section 15 provides that: 

“For the purposes of Sections 12, 13 and 14— 


(a) The term ‘false advertisement’ means an advertisement, other than labeling, 
which is misleading in a material respect; and in determining whether any advertise- 
ment is misleading, there shall be taken into account (among other things) not only 
representations made or suggested by statement, word, design, device, sound, or any 
combination thereof, but also the extent to which the advertisement fails to reveal 
facts material in the light of such representations or material with respect to conse- 
quences which may result from the use of the commodity to which the advertisement 
relates under the conditions prescribed in said advertisement, or under such conditions 
as are customary or usual. * * *"” [15 U.S.C. A. § 55 (a).] 
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Thus, as clearly as language can be made to say it, Congress has 
said that an advertisement of food, drugs, devices, and cosmetics mis- 
leading in a material respect or which fails to reveal material facts is a 
“false advertisement” (§ 15), the dissemination of which is expressly 
declared to be “unlawful” and “an unfair or deceptive act or practice in 
commerce within the meaning of Section 5" (§ 12), an act or practice 
which the Commission, by § 5, is specifically “empowered and directed 
to prevent” by complaint and appropriate order to cease and desist. As 
the deception inherent in a failure to reveal material facts can be pre- 
vented only by requiring their disclosure, it follows that their disclosure 
may be required. 


Concurrent Remedies Provided 


It is manifest from the report of the Committee on Interstate and 
Foreign Commerce of the House of Representatives (House Report No. 
1613, Seventy-fifth Congress, First Session) that Sections 5, 13 and 14 
were intended to provide concurrent and supplementary, not mutually 
exclusive, remedies for violations of Section 12. The following excerpts 
from this report make this perfectly clear: 


“Among the most obvious needs of the Federal Trade Commission Act are those 
of giving more effective control of advertisements affecting the public health and 
fraudulent impositions as to its food and medicinal supplies. 


“The advertisement amendments to this bill revolve around the definition of a 
‘false advertisement’ in section 15. * * * 


“The definition is broad enough to cover every form of advertisement decep- 
tion over which it would be humanly practicable to exercise governmental control 
* * * It reaches every case from that of inadvertent or uninformed advertising to 
that of the most subtle as well as the most vicious types of advertisement. * * * 


“Having adopted this far reaching definition of false advertisements, your com- 
mittee attempted, so far as practicable, to provide remedies and penalties therefor in 
proportion to the offenses involved. 

“Manifestly all the various types and degrees of offenders * * * could not 
justly be placed in one common mold for the purpose of penalization. Therefore, 
the committee has recommended the different procedures and penalties provided in 
this act. 

“For the offender whose transgression is trivial, inadvertent, or innocent of 
law-offending purpose, the regular procedure of the Federal Trade Commission 
through a cease-and-desist order can be followed. * * * 

“In cases where the accused persist in the dissemination of a misleading adver- 
tisement * * * the Commission is given a prompt method of procedure to prevent 
the continuance of the offense by a temporary injunction issued by the court under 
section 13. * * * 
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“To cover the grosser cases of false advertising * * * it is provided in section 
14 that * * * the offense shall be prosecuted as a crime and punishable by imprison- 
ment for not more than 6 months or a fine of not more than $5,000 or by both. * * * 


“These criminal offenses will not be prosecuted by the Federal Trade Com- 
mission, but through the Department of Justice. The Commission will report the facts 
to the Attorney General for appropriate proceedings.” 


It was the obvious intent of Congress in enacting Section 14 to aid 
in enforcing the general policy of the Act by providing criminal punish- 
ment for the dissemination of certain types of false advertisements in 
violation of Section 12. Likewise, Section 13, authorizing the Commis- 
sion, “pending the issuance [and disposition] of a complaint by the 
Commission under Section 5," temporarily to enjoin the dissemination 
of advertisements which violate Section 12, was also enacted in aid of 
the Commission's authority to order such advertisements permanently 
discontinued in a proceeding instituted by and before it for that pur- 
pose under Section 5. The intent of Congress was “to prevent the 
ineffectuality of proceedings before the Commission due to the offender's 
collecting the spoils incident to improper practices and liquidating or 
dissolving before the Commission can put a stop” to them. Federal 
Trade Commission v. Thomsen-King & Co., 109 Fed. (2d) 516, 518 
(CCA-7, 1940). 


The Circuit Court of Appeals for the Second Circuit, in Fresh 
Grown Preserves Corp. v. Federal Trade Commission, 125 Fed. (2d) 
917 (CCA-2, 1942), stated: 

“The additions found in §§ 12 to 15 inclusive, were also to give the Commission 
greater control over the advertising of food, drugs, cosmetics and the like by pro- 
viding for criminal action as well as injunction, and only in proceedings under such 
sections is the definition of false advertisement in § 15 relevant, not in a proceeding 


like this under § 5.” 


Jurisdiction to Suppress False Labeling 


The provision of Section 15 of the Federal Trade Commission Act, 
which, ‘for the purposes of Sections 12, 13 and 14,” excludes “labeling” 
from the statute's definition of a ‘‘false advertisement”’ of foods, drugs, 
devices and cosmetics, was intended to apply only in proceedings under 
Sections 13 and 14 of the Act to enjoin or prosecute criminally the 
dissemination of false advertisements in violation of Section 12 and was 
not intended as a limitation upon the Commission's jurisdiction to sup- 
press false labeling by an administrative order to cease and desist. Since 
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the Federal Food, Drug, and Cosmetic Act authorizes the Food and 
Drug Administration to institute injunction and criminal proceedings in 
cases of misbranding (52 Stat. 1041 et seqg.; 21 U.S. C. A. §§ 321(k), 
(n), 331(a), (b), (c), 332, 333), Congress evidently deemed it un- 
necessary to confer similar authority upon the Federal Trade Commis- 
sion. The Commission, as hereinbefore set out, has long exercised such 
jurisdiction; the purpose of the Wheeler-Lea Act was not to narrow but 
to “broaden the powers of the Federal Trade Commission” (House of 
Representatives Report No. 1613, Seventy-fifth Congress, First Ses- 
sion), and in fact, for many years the Commission and the Food and 
Drug Administration have exercised concurrent jurisdiction to protect 
the public from misbranded food and drugs, the Commission by order 
to cease and desist under the Federal Trade Commission Act, and the 
Food and Drug Administration by seizure or other proceedings. The 
contention that the Federal Food, Drug, and Cosmetic Act of 1938 (21 
U.S. C. A. § 301 et seq.) vested in the Federal Security Administration 
exclusive jurisdiction over the labeling of food, drugs, devices and cos- 
metics has been rejected by the Circuit Court of Appeals for the Second 
Circuit. Justin Haynes & Co., Inc. v. Federal Trade Commission, 105 
Fed. (2d) 988 (CCA-2, 1939); Fresh Grown Preserves Corp.., et al. v. 
Federal Trade Commission, 125 Fed. (2d) 917 (CCA-2, 1942); 


Houbigant, Inc. v. Federal Trade Commission, 139 Fed. (2d) 1019 
(CCA-2, 1944); Charles of the Ritz Distributors Corp. v. Federal Trade 
Commission, 143 Fed. (2d) 676 (CCA-2, 1944). 


In the case of Linited States v. Research Laboratories, Inc., 126 
Fed. (2d) 42 (CCA-9, 1942), which was a seizure proceeding by the 
Food and Drug Administration, the Circuit Court of Appeals for the 
Ninth Circuit stated: 

“It is immaterial, if true, that the makers and advertisers of Neu-Ovo could have 
been proceeded against by the Federal Trade Commission under the Federal Trade 
Commission Act and could have been ordered to cease and desist from publishing 
and distributing the circular entitled “What is Arthritis.’ The power of the District 
Court to condemn misbranded articles is not impaired, diminished, or in any wise 
affected by the possibility that such misbranding may also be the subject of a cease 
and desist order or even by the fact, if it be a fact, that such an order has actually 


issued.” 


In the case of United States v. One Dozen Bottles, etc., Bonquet 
Tablets, 146 Fed. (2d) 361 (CCA-4, 1944), which was also a seizure 
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proceeding by the Food and Drug Administration, the Circuit Court 
of Appeals for the Fourth Circuit, in part, stated: 


“* * * we shall assume that the jurisdiction of the Commission was invoked under 
the Federal Trade Commission statute, 15 U. S. C. A. §§ 45, 52 and 53, to enjoin the 
shipper of the drugs from using unfair or deceptive acts or practices and from dis- 
seminating false advertisements to induce the purchase of the drugs in interstate 
commerce. Obviously there is no necessary conflict between such a proceeding, which 
is designed to prevent the continuance in the future of unfair and deceptive trade 
practices, and a libel under the Federal Food, Drug and Cosmetic Act which invokes 
the power of the court to seize and condemn falsely branded goods which have been 
unlawfully shipped in interstate commerce in the past. The relief sought in the libel 
suit, that is, the condemnation of the offending shipment, could not have been granted 
by the Federal Trade Commission, and consequently it cannot be said that the court 
was clothed with that discretionary power to refuse to entertain jurisdiction which a 
court has when a prior action between the same parties involving the same issue has 
been filed in another court which has the power to adjudicate all the rights of the 
parties. * * * It has been correctly held that the power of the District Court to con- 
demn misbranded articles is not impaired or affected by the power of the Federal Trade 
Commission to issue a cease and desist order against the shipper in a proceeding 
pending before it. United States v. Research Laboratories, Inc., 9 Cir., 126 F. 2d 42, 
45; Sekov Corporation v. United States, 5 Cir., 139 F. 2d 197.” 2 


Determination of Whether Particular Practice Unfair 


Quantitatively speaking, the greater portion of the Commission's 
work has been carried on under the authority of Section 5 of the Federal 
Trade Commission Act, as originally enacted and as amended by the 
Wheeler-Lea Act. In administering this statute as amended, it is recog- 
nized that the ultimate determination of whether a particular practice is 
unfair is for the courts, nevertheless, there is a real necessity for con- 
tinued study by trained experts so as to keep vitality in the broad 
terminology of this statute by constant redefinition to fit the needs of 
a rapidly changing economy. Here is a statute ideally fitted to the ad- 
ministrative process and indeed one which could not properly be 
enforced or interpreted by any other means. This the courts have 
specifically recognized, as the Supreme Court, speaking through Chief 
Justice Stone, said in Federal Trade Commission v. Keppel & Bro., Inc., 
291 U.S. 304: 


“While this Court has declared that it is for the courts to determine what prac- 
tices or methods of competition are to be deemed unfair, * * * in passing on that 
question the determination of the Commission is of weight. It was created with the 


2On account of limitation of space in this publication, reference to the doctrine of 
res judicata in this decision is omitted and this subject will not be discussed. The applica- 
tion of the doctrine of res judicata in Federal Trade Commission and Food and Drug 
Administration proceedings should be the subject of a separate discussion. 
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avowed purpose of lodging the administrative functions committed to it in ‘a body 
specially competent to deal with them by reason of information, experience, and careful 
study of the business and economic conditions of the industry affected,’ and it was 
organized in such a manner, with respect to the length and expiration of the terms of 
office of its members, as would ‘give to them an opportunity to acquire the expertness 
in dealing with these special questions concerning industry that comes from experience. 
* * * If the point were more doubtful than we think it, we should hesitate to reject the 
conclusion of the Commission, based as it is upon clear, specific and comprehensive 
findings supported by evidence. 

“We hold that the Commission correctly concluded that the practice was an 
unfair method of competition within the meaning of the statute. It is unnecessary to 
attempt a comprehensive definition of the unfair methods which are banned, even 
if it were possible to do so. We do not intimate either that the statute does not 
authorize the prohibition of other and hitherto unknown methods of competition or, 
on the other hand, that the Commission may prohibit every unethical competitive 
practice regardless of its particular character or consequences. New or different prac- 
tices must be considered as they arise in the light of the circumstances in which they 
are employed.” 


Conflict of Effort 


In administering the statutes committed by Congress to the Federal 
Trade Commission and the Food and Drug Administration in thousands 
of proceedings over the years since these agencies were created, there 
have been few instances of unnecessary overlapping and conflict of effort. 
The doctrine of res judicata has been invoked in the following proceed- 


ings: George H. Lee Co. v. Federal Trade Commission, 113 Fed. (2d) 


583 (CCA-8, 1940); United States v. Willard Tablet Company, 141 
Fed. (2d) 141 (CCA-7, 1944): United States v. Five Cases * * * 
Capon Springs Water, 156 Fed. (2d) 493 (CCA-2. 1946) [CCH Food 
Drug Cosmetic Law Reports { 7016]. In the Lee case, supra, the 
failure of the Food and Drug Administration to establish by court 
decision the falsity of the statements in the labeling acts as a bar 
to a proceeding of the Federal Trade Commission to prohibit the dis- 
semination of substantially similar statements in advertising. In the 
Willard Tablet and Capon Springs Water cases, supra, it was errone- 
ously assumed that the receipt of reports of compliance with orders to 
cease and desist in Federal Trade Commission proceedings constituted 
a quasi-judicial approval by the Commission of the statements made 
therein. On this erroneous basis it was claimed that seizure proceedings 
by the Food and Drug Administration against false labeling containing 
substantially similar statements were barred by the doctrine of res judi- 
cata. In the opinion of the authors of this paper, the doctrine of res 
judicata is not applicable in Federal Trade Commission proceedings. 
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Statement of Policy 


In order to reduce to a minimum, if not entirely to avoid, conflict of 
effort and unnecessary overlapping with the Food and Drug Administra- 
tion as well as other Federal agencies, the Federal Trade Commission, 
on December 5, 1946, promulgated a statement of the Commission's 
policy thereafter to be followed in its proceedings wherein conflict of 
effort or unnecessary overlapping might occur. This statement of policy 
was published in the Federal Register December 11, 1946, as follows: 


“In the exercise of its jurisdiction with respect to practices and commodities 
concerning which other federal agencies also have functions, it is the established 
policy of the Commission to cooperate with such agencies to avoid unnecessary over- 
lapping or possible conflict of effort. 

“It is the policy of the Commission not to institute proceedings in matters such 
as the labeling or branding of commodities where the subject matter of the questioned 
portion of the labeling or branding used is, by specific legislation, made a direct 
responsibility of another federal agency. 

“In proceedings involving false advertisements of food, drugs, cosmetics, and 
devices as defined in Section 15 of the Federal Trade Commission Act, account is 
taken of the labeling requirements of the Food and Drug Administration in any cor- 
rective action applied to the advertising. In the case of advertisements of food, drugs, 
cosmetics, or devices which are false because of failure to reveal facts material in the 
light of the advertising representations made or material with respect to the conse- 
quences which may result from the use of the commodity, it is the policy of the Com- 
mission to proceed only when the resulting dangers may be serious or the public 
health may be impaired, and in such cases to require that appropriate disclosure of 
the facts be made in the advertising.” 


[ The End | 


DRUG ADVERTISING 


The Commission has relaxed its policy with 
respect to drug advertising, announcing that 
“it will not require the disclosure in advertising 
that under certain conditions injury may result 
through the use of laxatives, preparations con- 
taining not in excess of 5 per cent of ammoniated 
mercury, preparations containing iodides, or 
preparations containing acetophenetidin, unless 
scientific information becomes more specific as 
to substantial injury’ (Federal Trade Commis- 
sion Release of September 2, 1947). 
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The 
SALVAGING 


of Products Condemned 
Under the Federal Food, Drug, and Cosmetic Act 


VINCENT A. KLEINFELD * 


RTICLES of food, drug, device, or cosmetic which are introduced 
into interstate commerce in an adulterated or misbranded condi- 
tion are ‘‘outlaws’’ and “contraband” of commerce.’ The theory 

of the seizure section * of the Federal Food, Drug, and Cosmetic Act is 
that products of this character themselves violate the statute and that the 
offense is attached to them.’ Thus, it is not surprising that a somewhat 
common misconception exists that the condemnation of a commodity 
under the Act is synonymous with its destruction.‘ 


* Mr. Kleinfeld is head of the Trade and Consumers Unit, Criminal Division, Depart 
ment of Justice. 

The views expressed in this article are not intended to represent the official position 
of the Department of Justice. 

1 Hipolite Egg Company v. United States, 220 U. S. 45, 57-58 (1911); McDermott v 
State of Wisconsin, 228 U. S. 115, 136 (1913). 

2? Sec. 304 [21 U. S. C. 334]. 

* United States v. 149 Gift Packages, etc., 52 F. Supp. 993, 994 (DC N. Y. 1943). 

‘**But claimant contends that the Court cannot order the condemnation of good 
articles, and concededly some of the remaining articles are in all probability free from 
defects. However, in urging this contention, claimant fails to distinguish between con- 
demnation and the confiscation or sale of goods. Condemnation only sustains the Govern- 
ment’s position that the goods as they were composed in interstate shipment violate the 
provision and purpose of the Federal Food, Drug, and Cosmetic Act. After the decree, 
the claimant can separate the good from the defective if it posts a bond, and thereby will 
be able to retain the balance of the goods."’ United States v. 4314 Gross Rubber Prophy- 
lactics, 65 F. Supp. 534, 536 (DC Minn. 1946); affirmed Gellman et al. v. United States, 
159 Fed. (2d) 881 (CCA-8, 1947) [CCH Food Drug Cosmetic Law Reports { 7045]. 
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The Seizure Section of the Act 


The seizure section of the law, however, establishes a pattern by 
which products which are proceeded against by libel of information and 
condemned may be salvaged.* Although the clear intent of the Act is to 
protect the public from adulterated or misbranded products by sup- 
pressing the interstate traffic in them, there is no design to destroy prop- 
erty beyond the extent necessary to carry out the statutory purpose.* 
The provision in the seizure section permitting salvaging * discloses the 
intent of Congress that condemned articles are not to be destroyed if they 
may be reclaimed and lawfully used. 


“Article” Used in Comprehensive Sense 


As a preliminary matter, it is important to determine whether the 
word “article’’ is used in the seizure section in a generic sense so as to 
encompass every unit of which the product proceeded against is com- 
posed, or merely the individual unit. The pattern of the section itself, in 
providing for the seizure and condemnation of any ‘article’ and for the 
release of the condemned “article” to be brought into compliance with the 
provisions of the Act, appears to reveal the statutory scheme whereby 
the entire lot proceeded against is to be condemned where a portion is 
found to be violative of the statute. 


This construction of the seizure section is fortified by the fact that 
a separate penalty * is prescribed for each violation of that section of the 
Act which prohibits the introduction into interstate commerce of an 
adulterated or misbranded food, drug, device or cosmetic.® If, in a 
criminal prosecution, the government sought a separate penalty for each 
adulterated or misbranded item in the lot involved in the prosecution, the 
defendant would obviously have a justifiable cause for complaint.’ It 
seems clear, therefore, that the specific purpose of the seizure section 
is to treat the entire lot of goods proceeded against, rather than the 
individual unit comprising it, as the “article.” “* * * the word ‘article’ 
is used in its broad and comprehensive sense, and has reference to the 


® See A. O. Andersen & Co. v. United States, 284 Fed. 542, 545 (CCA-9, 1922). 

®* Note United States v. 254 Cases . . . Tomato Sauce, 63 F. Supp. 916, 924 (DC Ark. 
1945). 

7 Sec. 304 (d) [21 U. S. C. 334 (d)]. 

§ Sec. 303 [21 U. S. C. 333]. 

® Sec. 301 (a) [21 U. S. C. 331 (a)]. 

” See United States v. Watson-Durand-Kasper Grocery Co., 251 Fed. 310, 312 (DC 
Kan. 1917). 
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food product, not to the smallest individual container. Any other con- 
struction would defeat the entire purpose of the law.’’ ** The courts have 
held, therefore, that the correct criterion is not whether some particular 
percentage of the lot proceeded against is adulterated or misbranded, 
but whether the samples taken or examined by the government are rea- 
sonably representative of the lot.'* 


Practical Considerations in Condemnation 


Practical considerations are an additional factor in causing the courts 
to sanction condemnation of a shipment where it is found that any part 
is in violation of the Act. “It would be impractical for the Government 
to examine samples from each case or can in the shipment on the theory 
that each case or can was an ‘article’ in the sense of the statute.” ' 
Further, it seems obvious that the public will not receive the protection 
which the Act is designed to afford if a large number of shipments, each 
containing a comparatively small quantity of illicit goods, are permitted 
to reach the consuming public. 


In addition, a contrary conclusion would open a fertile field to the 
minority of manufacturers and distributors of foods, drugs, devices and 
cosmetics who are unscrupulous or dishonest in their dealings with the 
public. All that such a marginal concern need do, if an entire shipment 
is not subject to condemnation because only a portion thereof contravenes 
the statute, is to hold aside that portion of its product that is adulterated 
or misbranded and ultimately ship it with a much larger quantity which 
is in compliance with the Act. By that method, not only would the 
consuming public be left without the protection to which it is obviously 


1 United States v. A. O. Andersen & Co., 284 Fed. 542, 544 (CCA-9, 1922). Note Hear- 
ing Before a Subcommittee of the Committee on Interstate and Foreign Commerce, House 
of Representatives, Seventy-fourth Congress, First Session, on House Bill 6906, House 
Bill 8805, House Bill 8941, and Senate 5, pp. 87-88; United States v. 1851 Cartons * * * 
H. & G. Famous Booth Sea Foods Whiting Frosted Fish et al., 146 Fed. (2d) 760 (CCA-10 
1945), reversing 55 F. Supp. 343 (DC Colo. 1944). Note People v. 50 Cases * * * Shell 
Eggs, etc., 198 Ill. App. 319, 323. Contra, United States v. Two Hundred Cases * * * 
Canned Salmon, 289 Fed. 157 (DC Tex. 1923). 

2 “‘T think the ‘article’, as used in the statute, is the product shipped in the cases or 
cans and not the individual cases or cans. * * * If the samples are reasonably represent- 
ative of the lot shipped,—that is, taken at wide random from the entire shipment it is in 
my opinion sufficient to embrace the entire shipment in the condemnation."’ United 
States v. 935 Cases * * * Tomato Puree, 65 F. Supp. 503, 504 (DC Ohio, 1946) [CCH Food 
Drug Cosmetic Law Reports § 7019]. To the same effect is United States v. 4314 Gross 
Rubber Prophylactics, 65 F. Supp. 534, 536 (DC Minn. 1946); affirmed Gellman et al. v. 
United States, 159 Fed. (2d) 881 (CCA-8, 1947) [CCH Food Drug Cosmetic Law Reports 
{ 7045). : 

13 United States v. 935 Cases * * * Tomato Puree, supra. 
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entitled under the Act,’* but, in addition, the unscrupulous producer or 
distributor would secure a serious competitive advantage over the more 
scrupulous members of the trade. It seems clear that the application of a 
principle which would permit large shipments of products to go un- 
trammeled in interstate commerce notwithstanding that portions are vio- 
lative of the statute, would be entirely inconsistent with the design of the 
law “to prevent the misuse of the facilities of interstate commerce in 
conveying to and placing before the consumer misbranded and adulterated 
articles of medicine or food.”’?® 


Disposition of Condemned Commodities 


As indicated, the purpose of the Act is to protect the consumer from 
adulterated and misbranded foods, drugs, devices and cosmetics. To this 
end, the Act forbids the use of the facilities of interstate commerce in the 
transportation of any commodities of that character, and provides that 
any such goods so transported may be seized and condemned. When 
goods are condemned, title passes to the United States. In disposing 
of property thus acquired, the Act specifies the following alternative 
methods of disposition: (1) destruction or sale as the court, in accord- 
ance with the provisions of the seizure section, may direct, or (2) delivery 
to the owner to be destroyed or brought into compliance with the Act. 
Substantially the same procedure was provided in the Food and Drugs 
Act of 1906.*¢ 


The Act declares * that (1) after entry of a decree of condem- 
nation, (2) the payment of costs by the owner, and (3) the execution 
by the owner of a bond conditioned that the article condemned shall not 
be sold or disposed of contrary to the provisions of the Act or the laws 
of any state or territory in which sold, the court may direct that the article 
be delivered to its owner to be brought into compliance with the statute 
under the supervision of an employee duly designated by the Federal 
Security Administrator.'* The expenses of such supervision must be paid 
“by the person obtaining release of the article under bond.” *” 


™ Note United States v. Dotterweich, 320 U. S. 277, 280, 285 (1943). 

1% McDermott v. State of Wisconsin, 228 U. S. 115, 131 (1913). 

1% Sec. 10 [21 U. S. C. 14 (1934 ed.)]. 

17 Sec. 304 (d) [21 U. S. C. 334 (d)]. 

1% The seizure section provides, however, that an article condemned because, unde: 
Section 404 [21 U. S. C. 334] or 505 [21 U. S. C. 355], it may not be introduced into inter- 
state commerce, shall be disposed of by destruction. 

1” See Footnote 17. 
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It is sometimes suggested that, in lieu of condemning an entire lot 
because a portion is in violation of the Act, the part which appears to be 
in conformity with the statute be released prior to the entry of a decree 
of condemnation and only the balance condemned. The specific language 
of the seizure section, and its legislative history, reveal that the entry of 
a decree of condemnation is required before any disposition whatever 
can be made of the article seized.” 


Delivery of Product to Owner 


The following procedure must be pursued where the “owner” of 
a product against which a libel of information has been filed wishes the 
goods delivered to him for salvaging: the person petitioning for the 
release of the article must appear in the proceeding as claimant and es- 
tablish his interest in the product.** As indicated, a decree of condemna- 
tion must be entered. The district court may provide in the decree or 
by subsequent order that the claimant, upon the giving of a sufficient 
bond ** and the payment of costs, may take back the goods condemned 
and bring them into compliance with the Act under the supervision of an 
employee designated by the Federal Security Administrator. Such a 
decree or order permitting salvaging customarily provides, in addition, 
that the claimant will pay all expenses incurred in the supervision of the 


7 See In re United States, 140 Fed. (2d) 19, 20 (CCA-5, 1943); United States v. 893 
One-Gallon Cans * * * Brown’s Inhalant, 45 F. Supp. 467, 470 (DC Del. 1942). ‘'Safe- 
guards are provided by authorizing * * * the release of goods under bond for recon- 
ditioning after the entry of a decree of condemnation and forfeiture where such 
reconditioning appears equitable and feasible to the court.’"" Senate Report No. 493, 
Seventy-third Congress, Second Session, p. 20. See, also, Senate Report No. 361, Seventy- 
fourth Congress, First Session, p. 30; A. O. Andersen & Co. v. United States, 284 Fed 
542 (CCA-9, 1922). 

At the Hearing Before a Subcommittee of the Committee on Interstate and Foreign 
Commerce, House of Representatives, Seventy-fourth Congress, First Session, on House 
Bill 6906, House Bill 8805, House Bill 8941, and Senate 5, pp. 331-332, an amend- 
ment was offered by an industry representative to the effect that, in the case of seizures, 
the owner should be permitted to obtain possession of the product proceeded against, for 
reconditioning purposes, ‘‘either after seizure or after entry of the decree, as the owner 
may elect.’’ This was not adopted. 

21 The seizure section [Sec. 304 (d), 21 U. S. C. 334 (d)] provides for the delivery of 
the condemned article to its ‘‘owner’’. There would seem to be no necessity, however, 
that the claimant actually have title to the product. Thus, it was held that a packer, 
whose trademark was on a product seized in the possession of a purchaser, and who 
would be required to compensate the purchaser for any loss by reason of the seizure if 
the government prevailed, was entitled to intervene as claimant. United States v. 397 
Cases, etc. of Salad Oil, 16 F. Supp. 387 (DC N. J. 1936). 

22 A stipulation for costs may be required when the claim is filed. See Admiralty 
Rules 24, 25. 

23 The statute does not specify the amount of the bond. The courts customarily 
require a bond in an amount approximately twice the value of the article, or portion 
thereof, released for salvaging. 
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salvaging, that the decision of the supervising employee of the Federal 
Security Agency shall be final in the event of a dispute, and that the 
court retains jurisdiction over the condemned article to insure that the 
court's directions are complied with for the protection of the public. The 
decree or order may direct the destruction of the commodity and the sale 
or other disposition of the containers, cartons, etc.** 

It is not necessary that a claimant admit the allegations contained in 
a libel of information in order to obtain the insertion in a decree of con- 
demnation of a provision authorizing the salvaging of all or a portion 
of the goods seized. The decree of condemnation may be entered on 
default of a contest of the charges made against the product or after 
trial of the issues after an answer has been filed, or by mutual consent of 
the claimant and the government. 

Bonds furnished by claimants after the entry of a decree of con- 
demnation, in order that they may attempt to salvage the product con- 
demned or some portion thereof, are penal rather than indemnity bonds, 
and the government need not establish any damage or financial loss 
to it in order to recover the full amount of the bond on a breach.*®> Where 
a condition of the bond has been violated, the full amount may be 
recovered either in an independent suit, or on motion to forfeit where there 
is no genuine issue as to any material fact.** 


Public Welfare Paramount 


It is clear from the language and legislative history of the seizure 
section that it is within the discretion of the trial court whether salvaging 
shall be permitted.*" In exercising such discretion, the public interest is 
paramount. Thus, a district court recently held: 


** The bottles, cases, or other containers in which an adulterated or misbranded article 
is contained assume the character of the article itself by reason of the inseparable associa- 
tion which results. See Feitler et al. v. United States, 34 Fed. (2d) 30, 33-34 (CCA-3, 1929) 
It follows that in any proceeding in which a decree of condemnation is entered, the 
containers are also subject to condemnation and may be disposed of in such manner as 
the court directs. 

2 Fresh Grown Preserves Corporation et al. v. United States, 144 Fed. (2d) 136, 139 


(CCA, 1944). 

2% Fresh Grown Preserve Corporation v. United States, 143 Fed. (2d) 191, 195 (CCA-6, 
1944). 
27 ‘‘Safeguards are provided by authorizing * * * the release of goods under bond for 
reconditioning after entry of a decree of condemnation and forfeiture where such recon- 
ditioning appears equitable and feasible to the court.’’ Senate Report No. 493, Seventy- 
third Congress, Second Session, p. 20. See, also, Senate Report No. 361, Seventy-fourth 
Congress, First Session, p. 30; Report of the Chemist for the fiscal year ended June 30, 
1920, pp. 8-9. Note United States v. 143 Packages * * * Nue-Ovo, 51 F. Supp. 1, 2 (DC 
Wash. 1943); United States v. 1443 Cases * * * Canned Salmon, etc., 7 F. Supp. 77, 79 
(DC Wash. 1934); United States v. Two Cans of Oil, 268 Fed. 866, 868 (DC N. Y. 1920); 
United States v. 1322 Cans * * * Black Raspberry Puree, 68 F. Supp. 881 (DC Ohio 1946) 


[CCH Food Drug Cosmetic Law Reports {| 7031]. 
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“In passing on questions of this kind, the Court should not weigh the public 
interest against that of the claimant. The fact that the claimant has lost a large sum 
of money by reason of the seizure of its butter is regrettable, but it must not be given 
weight by the Court. The public welfare is paramount. To send forth for public 
consumption an article which contains substantial filth in a form which cannot be 
detected through objective tests, would be an act which could not be justified by the 
saving of money to the claimant * * *.”™ 


Further, the discretion vested in the district court is circumscribed by the 
Act. The court is authorized to direct *® that the condemned article be 
delivered to its owner to be “brought into compliance with the provisions 
of this Act’; and if the court directs that the product be sold, “such 
article shall not be sold under such decree contrary to the provisions of 
this Act or the laws of the jurisdiction in which sold."’ Thus, the district 
court’s discretion is not unfettered.*° The salvaging provision appears 
to have been inserted in the seizure section primarily to cover the situation 
where only a portion of a quantity of a product shipped in interstate 
commerce is found to be adulterated, where a commodity is introduced 
into interstate commerce in containers that are slack-filled or short-weight, 
and similar situations, so that the violative condition can be remedied 
and the article involved, or some portion thereof, put into compliance with 
all the provisions of the statute. 


% United States v. 338 Cartons * * * Butter (DC W. Va. 1946) [CCH Food Drug 
Cosmetic Law Reports { 7035]. The order entered by the District Court in this action 
denying claimant's application for the release of the condemned butter for renovation 
into butter oil for human consumption, is presently on appeal before the United States 
Circuit Court of Appeals for the Fifth Circuit. Note, also, United States v. Lazere, 
56 F. Supp. 730, 732-733 (DC Iowa 1944). 

2° Sec. 304 (d) [21 U. S. C. 334 (d)]. 

* ‘*The language of the Act is unambiguous, and clearly places it within the discretion 
of the court to dispose of the condemned property either by ordering its sale or destruc- 
tion, so long as the disposition is in accordance with the provisions of the Act. 21 U.S 
C. A. §334 (d)."" (Emphasis added). United States v. 143 Packages * * * Nue-Ovo, 
51 F. Supp. 1, 2 (DC Wash. 1943). See, also, United States v. 1332 Cans * * * Black Rasp- 
berry Puree, 68 F. Supp. 881 (DC Ohio 1946) [CCH Food Drug Cosmetic Law Reports 
{ 7031}. 

%1 At the Hearing Before a Subcommittee of the Committee on Interstate and Foreign 
Commerce, House of Representatives, Seventy-fourth Congress, First Session, on House 
Bill 6906, House Bill 8805, House Bill 8941, and Senate 5, the following colloquy ensued 
between Mr. Campbell and Congressman Kenney (pp. 87-88) : 

‘“‘Mr. Kenney: Why should we permit that [reconditioning of a product after entry 
of a decree of condemnation] ? 

‘‘Mr. Campbell: That is the provision of the present law. The justification for it, 
I think, undoubtedly, Mr. Kenney, is a recognition of the fact that offending goods—as an 
illustration, an incorrect declaration of the net weight which would be violative of the 
act—are not always offensive or objectionable per se. They would be subject to seizure, 
however. If there is an explanation that is satisfactory to the courts they ordinarily, 
rather than deprive the manufacturer of his goods by seizure and confiscation and for- 
feiture to the Government, return to him his property on the condition that he execute 
a bond that will require him to put the correct declaration of net weight on the product 
so that its sale thereafter will not be an imposition on the public. 

“It is not to deprive him of his property, but, in other words, to guarantee the sale 
of such property in accordance with the terms of the act. 

(Footnote 31 continued on next page) 
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Administration Determines Method of Salvaging 


It has been held that the determination as to the method by which 
salvaging shall be accomplished, where a decree of condemnation has 
been entered which specifies several methods of reconditioning, is within 
the discretion of the Food and Drug Administration. Thus, a district 
court recently held, in refusing to direct the Food and Drug Administra- 
tion to supervise a salvaging process which, the agency declared, would 
not bring the product into compliance with law: 


“The statute also provides that the reconditioned puree must be brought into com- 
pliance with the provisions of the Pure Food and Drug law under the supervision of 
the Administration. Where several methods of reprocessing are enumerated, as in 
this decree, the question of who shall determine the one to be used and which, when used, 
will bring the reconditioned puree into compliance with the statute seems to be the only 
question for decision * * *. 


“The Food and Drug Administration has determined that distillation is the only 
process which would recondition this puree for human consumption and which it would 
approve. I see no abuse of discretion in making this determination nor can the court 
interfere with that determination. To interfere would be substituting the judgment of 
the court for that of the Food and Drug Administration upon a matter which it is 
better able to decide and upon an issue which I think is not properly joined in this 
case. *? 


Waste and Destruction Avoided 


In directing the disposition of products condemned under the Act, 
Congress is acting in a proprietary capacity. As indicated, there is no 
design in the law to destroy property beyond the extent necessary to 
effect the statutory aim to protect the public health and pocketbook. It 
has been the position of the government, consequently, that the seizure 
section may reasonably be interpreted so as to avoid the waste and de- 


(Footnote 31 continued) 

‘“‘Mr. Kenney: There is a provision there whereby the property may be returned to 
him for destruction upon giving bond. If it is destroyed, why should you give him 
that right? 

‘‘Mr. Campbell: Well, as a matter of fact, I do not know of any reason why it should 
be given to him. It is a matter of the court's discretion. I do not know of any reason 
except cases of this sort, perhaps. There are some products—for instance, canned salmon 
—which will be found to be adulterated, where the adulteration will be due to a small 
percentage—5 or 10 per cent—of the cans consisting of decomposed salmon, the remainder 
of the cans being wholesome and fit for food. We seize shipments where there is only 
a small percentage of the consignment objectionable, and under the conditions to which 
we are referring now the courts have ordinarily permitted the return of the salmon to 
the manufacturer to effect the elimination of the objectionable from the unobjectionable, 
provided the manufacturer is in a position to do that, and frequently he is in such 
position. * * *’’ 

2 United States v. 1322 Cans * * * Black Raspberry Puree, 68 F. Supp. 881, 882 (DC 
Ohio 1946) [CCH Food Drug Cosmetic Law Reports § 7031]. Cf. United States v. Nine 
Barrels of Butter, 241 Fed. 499, 501 (DC N. Y. 1917). 
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struction ** of useful property, and that no other intention should be 
attributed to Congress.** The view has been taken that the section may 
be construed to authorize the conversion of a condemned product into 
animal feed and distribution to a public or charitable institution for such 
use, and turning a condemned product over to such an institution for con- 
sumption by the inmates if the product is fit for human consumption.** 


[The End| 


‘ The courts have held that ‘‘destruction’’ need not be construed as synonymous with 
‘“‘demolition’’, ‘‘breaking up into parts’’, ‘‘pulling down’, etc. See Jn re Bernard 
McCabe’s License, 11 Pa. Super. 560, 564 (1899), where the court pointed out: 

‘‘The meaning of words of a statute is found not so much in a strictly grammatical 
or etymological propriety of language as in the subject or in the occasion on which they 
are used and the object to be obtained * * *. In the application of this familiar principle 
the term ‘to destroy’ has on more than one occasion been construed to describe an act 
which, while rendering useless for the purpose for which it was intended, did not literally 
demolish or annihilate the thing.”’ 

4% See United States v. Ryan, 284 U. S. 167, 175 (1931). 

% This was the practice followed under the Food and Drugs Act of 1906. 
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DISCOVERY 
Under the Federal Food, Drug, and Cosmetic Act’ 


LAWRENCE E. BoBKER 


Attorney and Trial Examiner with the Federal Security Agency, 
Food and Drug Administration 


I. The Problem 
NDER THE FEDERAL RULES OF CIVIL PROCEDURE: 


proceedings for discovery of the facts of an adversary’s claim or 

affirmative defense in a civil cause are practically unlimited in 
scope. Under the rules, the facts relevant to any part of the case, 
whether in issue or not,® may be elicited from any party or witness— 
(1) by deposition upon oral examination under a simple notice requiring 
the party or witness to appear and submit to examination, without 
any specification of the subject-matter of the inquiry;* (2) by deposi- 
tion upon oral examination under court order; ° (3) by interrogatories 
and cross-interrogatories;* and (4) by inspection and copying or photo- 
graphing of papers, documents, etc.’ 


Many Federal district courts have given literal application to the 
language of the rules, allowing unlimited examinations in advance of 
trial on any subject having any relevancy to the case, including the 
names and addresses of adversary witnesses.* Even an attorney's files 
and papers have not been immune from invasion, one court requiring a 
lawyer to produce written statements of witnesses taken by him in 
preparation for trial, and committing him to jail for contempt upon his 


121 U. S. C. 301, et seq. Approved June 25, 1938. 

228 U.S. C., following Section 723(c). Effective September 16, 1938. 
3 Civil Rule 26(b). 

4 Civil Rules 26, 28, 30, 32, 37. 

5 Civil Rules 34, 35. 

* Civil Rules 31, 32, 33. 


* Civil Rule 34. 
® See collation of cases, Advisory Committee’s Report (June 1946) pp. 34-36. 
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refusal to comply.* Upon appeal from this unusually drastic order, the 
Circuit Court of Appeals for the Third Circuit reversed, and its deci- 
sion recently was upheld by the Supreme Court."° 


In the limited space here available, it is not proposed to dissect the 
Civil Rules or to discuss the philosophy and purpose of their provisions 
for discovery and examination before trial. Suffice it for present pur- 
poses to say that the fact that a party is on a ‘fishing expedition’ to 
ferret out his adversary'’s case, and the nature and content of his 
evidence, no longer constitutes valid objection to a proposed discovery 
proceeding,’ which may be permitted without stay or cessation until 
the party being examined can satisfy the court of bad faith and harass- 
ment by his adversary.” 


Does this lush rule, which so completely upsets all previous well- 
established concepts of legalistic limitation on the right to poach pretrial 
upon the domain of an adversary’s case, have universal applica- 
tion? In particular, what right has a claimant in a seizure action insti- 
tuted under the Federal Food, Drug, and Cosmetic Act to examine 
and take the deposition of the Commissioner of Food and Drugs and 
other government witnesses in advance of trial under the discovery sec- 
tions of the Rules of Civil Procedure? 


The question may be subdivided for clarity into two parts: (1) 
Are the Rules of Civil Procedure applicable to a seizure action under the 
Federal Food, Drug, and Cosmetic Act? (2) Assuming they are, is 
discovery appropriate and permissible in such a case? 


II. The Bireley Case 


In a recent well-considered decision in a food and drug case, a 
district court in the same circuit as that in which Hickman v. Taylor ™ 
arose, passed upon and answered both parts of the question, the first in 
the affirmative, the second in the negative.'* This case, which we shall 


® Hickman v. Taylor, 4 F. R. D. 479, DC Pa., 1945. 

%” Hickman v. Taylor, 153 Fed. (2d) 212, CCA-3, 1945; affirmed, 67 S. Ct. 385. 

11 Olson Transportation Co. v. Socony-Vacuum Co., 8 Fed. Rules Serv. 34.41, Case 2 
(DC Wis.); 45 Col. Law Rev. 482. 

% Civil Rule 30(d). 

18 See footnotes 9 and 10, supra. 

“U.S. v. 88 Cases “Bireley’s Orange Beverage,’’ 5 Fed. Rules Doc. 503, 506, DC 
N. J., 1946 [CCH Food Drug Cosmetic Law Reports { 7039]; decision adhered to on 
reargument, order of Madden, D. J., March 21, 1947. 
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refer to for convenience as the Bireley case, has not gone to trial, so that 
the Court's intermediate order denying discovery to claimant, being 
unappealable as of right, has significance only as the present, though not 
necessarily final, law of the case. The careful, painstaking opinion, writ- 
ten by the Court after extensive argument and briefing of the points 
involved, would seem to warrant discussion and analysis of this latest 
and fullest judicial pronouncement on the subject. 


The Bireley case is a seizure action instituted by the Federal gov- 
ernment for the condemnation of a bottled uncarbonated orange drink, 
on the ground that it was adulterated within the meaning of 21 U.S. C. 
342(b)(4), Federal Food, Drug, and Cosmetic Act.'® Claimant's 


answer categorically denies the allegations of adulteration. 


Claimant served upon the United States Attorney a notice to take 
the deposition of the Food and Drugs Commissioner, or of some officer 
to be designated by him, upon oral examination. No subject matter for 
examination was specified in the notice. 


The government moved to vacate the notice on the grounds (1 ) 
that it was improper because by its terms it was predicated upon the 
Rules of Civil Procedure, whereas the seizure section of the Act specifi- 
cally provides for the applicability of the Rules of Admiralty to actions 
brought under the section;’® and (2) that, even were the Civil Rules 


applicable, discovery of the only relevant subject-matter in the case 
would not be permissible, since it would necessarily involve the testi- 
mony of the government's expert witnesses, and disclosure of the 
government's records concerning the chemical analysis of the article 
and the conclusions based thereon."’ 


In support of the notice, claimant's position was based on the theory 
that the action was on the civil side, and that under the Civil Rules of 
Procedure a bare notice was sufficient to compel discovery of any rele- 
vant matters, though not in issue, and even if not specified or enumerated 
in the notice. Cited as authority for the position that the Civil Rules, 
and not the Admiralty Rules, were controlling despite the language of 


% This is the ‘‘economic’’ adulteration section. of the Act, under which an article is 
deemed adulterated if something used in its manufacture makes it appear better or of 
greater value than it is. The violation charged in the libel was that the offending beverage 
appeared to be orange juice, or composed in substantial measure of orange juice. 

% 21 U. S. C. 334(b) reads in pertinent part: ‘** * * procedure “in case under this 
section shall conform, as nearly as may be, to the procedure in Admiralty; * * *."’ 

1 For authorities see discussion above footnotes 51-53, infra. 
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the seizure section of the Act, 21 U. S. C. 334(b), was the opinion of 
the Supreme Court in the well-known Frozen Egg case,"* and four other 
decisions. *” 

III. Pro and Con 


A. Claimant contended that the Frozen Egg case and Hendry v. 
Moore (notes 18 and 19, supra ) establish the character of a seizure action 
“on land” as civil, and that therefore discovery in such an action is 
controlled by the Civil Rules and is unlimited in scope. In the Frozen 
Egg case, the Supreme Court, in determining whether judicial review of 
a seizure action brovght under the Food and Drugs Act of 1906 was 
obtainable by appeal as in admirality or by writ of error as at law, 
stated that it did not think that it was intended by Congress to liken 
seizure action proceedings to those in admiralty beyond seizure of the 
property by process in rem, the case thereafter having the character of 
a law action with trial by jury if demanded, and with review as in actions 


at law.*° 


In Hendry v. Moore, the Supreme Court had before it the question 
whether a state court had jurisdiction of an action for seizure of a net. 
It held that the state court had jurisdiction, for the reason that a seizure 
action against property on land is in the nature of a common law 
action.*" 


As further support for applicability of civil procedure to seizure 
actions under the Federal Food, Drug, and Cosmetic Act, claimant 
offered Eureka Productions, Inc. v. Mulligan.*? There the question was 
whether jurisdiction was retained of a film seized under the Customs 
law, so as to authorize its destruction under a decree of condemnation 
from which appeal had been taken. The Court held that in cases of 
seizure on land for condemnation of the thing seized, the resemblance to 
a suit in admiralty does not go beyond the process and the initial plead- 
ings, and that such cases are ‘inevitably actions at law,”’ despite statu- 
tory direction that the proceedings conform to proceedings in admiralty 


3 443 Cans of Frozen Egg Products v. U. 8., 226 U. S. 172 (1912). 

”% Fureka Productions v. Mulligan, 108 Fed. (2d) 760; Hendry v. Moore, 318 U. S. 
133; U. S. v. 935 Cases Tomato Puree, 136 Fed. (2d) 526; Reynal v. U. 8., 153 Fed. (2d) 
929. For discussion distinguishing these cases, see text above footnotes 30 to 47, infra 

2» 226 U. S. 172, 183-4. 

21 318 U. S. 133, 153. 

2 108 Fed. (2d) 760 (CCA-2). 
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as nearly as possible. The court cited the Frozen Egg case** as 
authority for this anomalous position, without assigning any logical 
grounds for its seemingly baseless conclusion, which was really gratu- 
itous dictum since all that was directly before the court for decision 
was the question of what rules govern on appeal from a decree of 
condemnation.** 


United States v. 935 Cases Tomato Puree, 136 Fed. (2d) 523, 
certiorari denied, 320 U. S. 778, and Reynal v. United States, 153 Fed. 
(2d) 929, also cited by claimant in support of its theory of discovery, 
are to like effect. In the Tomato Puree case, the Court said that “it was 
commented” in the Frozen Egg case that jury trial was provided for in 
the Act to remove any question of constitutionality and ‘‘that it was not 
intended [by Congress] to liken the proceedings [in seizure actions 
under the Act] to those in admiralty beyond seizure of the property by 
process in rem.” The only question before the Court, as stated in the 
opinion itself, was ‘whether a libel in rem, prosecuted in behalf of the 
United States pursuant to the Federal Food, Drug, and Cosmetic Act 
of June 25, 1938, Ch. 675, 21 U.S. C. A. s. 301 et seq., must be verified” 
(136 Fed. (2d) 524). The Court recognized the applicability of Ad- 
miralty Rule 21 and held that the libel need not be verified under that 
rule (136 Fed. (2d) 525). The Court distinguished Admiralty Rule 22, 
holding that the requirement of that rule for verification of libels in other 
types of causes is not applicable to a libel filed under the Federal Food, 
Drug, and Cosmetic: Act (136 Fed. (2d) 525). The Court had no 
occasion to, and did not, decide that the Rules of Civil Procedure apply 
to seizure actions. Even the Frozen Egg case statement on the subject 
of admiralty procedure in seizure actions was characterized as mere 
“comment,” and was evidently quoted as some authority for recognition 
by the courts of the rule that at /east the libel in a seizure action is con- 
trolled by the Rules of Admiralty. Indeed, in the same Tomato Puree 
case, the District Court later passed upon the government's objections 
to claimant's interrogatories, and declared the impropriety of discovery 
under the Civil Rules in seizure actions, sustaining the objections be- 
cause of the limited scope of discovery permitted by the Admiralty Rules 





% 226 U. S. 172, 33 S. Ct. 50. 

*In the Hureka Productions case, the Court stated the question before it thus: 
‘‘The contention is that in admiralty an appeal [vacates or suspends the judgment or the 
process issued under it] * * *, and that the suit for condemnation of the film was a suit 
in admiralty.’’ That its decision was illogical was recognized by the court in the later 
case of Petterson Lighterage v. N. Y. C. R. R., 126 Fed. (2d) 992, at page 996. 
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(DC Ohio, E. Div., Civil #21218, order of Judge Jones dated March 
22, 1944). 


Reynal v. U. S., supra, was a case involving a libel for condemnation 
of war materials brought under 22 U. S. C. 404, on the ground that 
exportation was attempted without proper export license. The Court, 
in passing upon a motion to open claimant's default and permit trial 
on the merits, applied the Civil Rules to the question of the time for filing 
the motion. The court held the Civil Rules applicable (citing the Frozen 
Egg case) because “a forfeiture proceeding after [filing the libel and 
obtaining jurisdiction] takes the character of a law action, and under 
Rule 81(a)(2), Federal Rules of Civil Procedure * * * is now governed 
by those rules.” In footnoting Rule 81(a)(2), the Court quoted its 
language (153 Fed. (2d) 931, footnote 10), underlining the exception 
clause, under which the Civil Rules are declared “‘not applicable other- 
wise than on appeal except to the extent that the practice in such 
proceedings is not set forth in statutes of the nited States and has here- 
tofore conformed to the practice in actions at law or suits in equity.” 
Seemingly, the Court’s decision was based on the fact that the practice 
in a case under 22 U. S. C. 404 was not set forth in that statute and 
had theretofore conformed to law or equity procedure. This is not the 
situation in seizure actions under the Federal Food, Drug, and Cos- 
metic Act, where the practice is specifically set forth as that in Admiralty, 


21 U. S. C. 334(b), and discovery is specifically limited to named 
matters, 21 U.S. C. 334(c). 


B. For the motion to vacate claimant's notice, it was argued that 
the Rules of Civil Procedure are not applicable because the Federal 
Food, Drug, and Cosmetic Act specifically provides that ‘‘the procedure 
in cases under this [the seizure] section shall conform, as nearly as may 
be, to the procedure in admiralty” (21 U. S. C. 334(b)). Further, the 
framers of the Civil Rules recognized this congressional intent by in- 
cluding Rule 81 {a) (1) and (2) in the Civil Rules.2* The note ap- 
pended to this rule by the Advisory Committee is illuminating. It says: 
‘For examples of statutes preserved by paragraph (2) see * * * Title 21 
Sec. 14 (Pure Food and Drug Act—condemnation of adulterated or 

28 U. S. C., following Section 723(c). Paragraph (2) of the rule specifies that the 
Civil Rules ‘“‘are not applicable otherwise than on appeal’’ in proceedings involving 
‘forfeiture of property for violation of a statute of the United States’’—‘‘except to the 


extent that the practice in such proceedings is not set forth in statutes of the United 
States and has heretofore conformed to the practice in actions at law or suits in equity.’ 


Discovery Under the Federal Act Page 349 





misbranded food; procedure). It would seem that this express intend- 
ment of the framers of the Civil Rules, recognizing congressional pur- 
pose as enacted in the 1906 Food and Drugs Act, 21 U.S. C. 14, and as 
re-enacted in the 1938 Act, 21 U. S. C. 334(b), must also be assumed 
that of the Supreme Court, which adopted and promulgated the Civil 
Rules (effective September 16, 1938) in the light of the Advisory Com- 
mittee’s notes. 

In view of the language of Civil Rule 81(a)(2), and especially of 
the exception provision which permits application of the Civil Rules in 
seizure actions where the practice (1) is not set forth in statutes of the 
United States and (2) has heretofore conformed to the practice at law 
or in equity, it would seem evident that the Civil Rules are not con- 
trolling, since the practice in discovery proceedings in seizure actions 
(1) is set forth in the Federal Food, Drug, and Cosmetic Act, to wit, 21 
U. S. C. 334 (b) and (c),?° and (2) had not theretofore [prior to 
September 16, 1938] conformed to law or equity practice. Up to that 
time, interlocutory discovery proceedings were not provided for or 
allowed as of right under Federal practice, as in some state courts." 
Discovery first was provided as general procedure in the Federal courts 
under the Rules of Civil Procedure as of September 16, 1°38. The 
discovery permitted under 21 U. S. C. 334 (c) was in existence since 
June 25, 1938, the approval date of the Federal Food, Drug, and Cos- 
metic Act, prior to the effective date of the Civil Rules, September 16, 
1938. Accordingly, the Civil Rules for discovery should not be ap- 
plicable to seizure actions, since both conditions of the exception provi- 
sion of Civil Rule 81 (a) (2) are satisfied. The Federal Food, Drug, 
and Cosmetic Act provides its own discovery procedure and requires 
the application of the Rules of Admiralty to seizure actions brought 
under it. 

This position has judicial and authoritative support. In Llnited 
States v. 720 Bottles Pure Vanilla Extract, 3 F. R. D. 466 (DCN. Y.), 
it was held that discovery procedure in a seizure action under the Federal 
Food, Drug, and Cosmetic Act is governed by the Rules of Admiralty. 
This holding was based upon the provision of 21 U. S. C. 334(b) con- 

*® Subdivision c of the seizure section of the Act provides for a court order permitting 
any party to a condemnation proceeding to obtain a representative sample of the seized 
article and, as regards fresh fruits or fresh vegetables, a true copy of the analysis on 
which the proceeding is based and the identifying marks or numbers of the packages 


from which the samples were obtained. 
27 New York Civil Practice Act, Sec. 288, et seq. 


Page 350 Food Drug Cosmetic Law Quarterly — September, 1947 





forming procedure in seizure actions to procedure in admiralty, and upon 
the expressed intent of the framers of the Civil Rules that, with respect 
to condemnation proceedings under the Federal Food, Drug, and Cos- 
metic Act, the Civil Rules shall apply only to appeals. The Court cited 
Civil Rule 81(a)(2) and the Advisory Committee's appended note. In 
United States v. 769 Cases of Tomato Sauce, Civil No. 4628, DC Puerto 
Rico, August 9, 1946 [CCH Food Drug Cosmetic Law Reports © 7033}, 
the Court sustained the government's objections to claimant's inter- 
rogatories holding: 


“The objection of the libelant to the interrogatories propounded by claimant is 
sustained on the ground that the scope of Admiralty Rule 31 [the rule permitting 
interrogatories in Admiralty Cases] is narrowed in these proceedings, and as to these 
particular interrogatories, by the provisions of Sections 304(b) and (c) of the Federal 
Food, Drug, and Cosmetic Act [21 U. S. C. 334 (b) and (c)].” 

The Court recognized and applied the mandate of 21 U.S. C. 334(b) in 
holding Admiralty Rule 31 applicable to a seizure action under the Act, 
and in adopting the discovery procedure set up in 21 U. S. C. 334(c). 


3 Benedict on Admiralty, 49 (6th Ed. 1940), written after the Rules 
of Civil Procedure became effective, is authority for the following state- 
ment of the law: 


“The Federal Civil Rules (Rules 26, 28, 29, 30, 31, 32, 37) also regulate deposi- 
tions and for the purposes of common law and equity actions the Civil Rules wholly 
supersede the provisions of 28 U. S. C. 639, 640, 641, 642, and 643 above quoted. 
But these U. S. Code provisions have not been superseded in respect of admiralty 
actions and continue to regulate admiralty depositions de bene esse.” 


That Congress intended the Rules of Admiralty to apply and that 
discovery in seizure actions should be controlled and limited by 21 
U. S. C. 334(c) and not by the Civil Rules, seems clear from the faet 
that the Federal Food, Drug, and Cosmetic Act was approved June 25, 
1938, prior to the effective date of the Rules of Civil Procedure, Septem- 
ber 16, 1938. The Civil Rules were promulgated by the Supreme Court 
pursuant to authority conferred by Congress in the Act of June 19, 
1934, Chapter 651, 48 Stat. 1064. In enacting 21 U. S. C. 334(b) and 
(c) of the Federal Food, Drug, and Cosmetic Act, it must be assumed 
that Congress had in mind the imminency of the Civil Rules, and 
intended, in the light of the language of the Act, that the Civil Rules 
would not be applicable, except on appeal, to seizure actions insti- 
tuted under the Act. The conjunction of dates and the language 
of 21 U. S. C. 334(b) and (c) would seem to establish congressional 
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purpose that the Rules of Admiralty should apply, and that discovery 
in seizure actions under 21 U. S. C. 334(b) should be limited as pro- 
vided in 21 U. S. C. 334(c). This intent is recognized in Civil Rule 
81 (a) (2) and the Advisory Committee's note. It must be assumed also 
that this express intendment of the framers of the Civil Rules, recog- 
nizing congressional intent as enacted in Section 334 of the Act, was 
also that of the Supreme Court, which adopted and promulgated the 
Civil Rules in the light of the Advisory Committee's notes. 


The exception clause of Civil Rule 81(a)(2) appears to clinch 
the argument, since it provides that the Civil Rules are not applicable 
other than on appeal, “except to the extent that the practice in such 
[forfeiture] proceedings is not set forth in statutes of the United States 
and has heretofore conformed to the practice in actions at law or suits 
in equity.” The practice for discovery in seizure actions is set forth in 
the statutes, 21 U.S. C. 334(c), and had not conformed to law or equity 
practice. Discovery was first provided for as of course in the federal 
courts by the Civil Rules. Accordingly, the Civil Rules by their own 
terms could not be appiicable to seizure actions under the Federal Food, 
Drug, and Cosmetic Act, and the unlimited discovery allowed by those 
rules should not be permitted in such actions. 


The five cases offered by claimant in opposition to this conclusion ** 
were relied upon heavily by the Court in the Bireley case in deciding 
that the Civil Rules do apply.*® Careful analysis of these decisions dis- 
closes that they are not determinative, or that they are distinguishable. 
Thus, in the Frozen Egg case, decided by the Supreme Court in 1912,°° 
the only question for decision was whether judicial review in a seizure 
action is obtainable by appeal as in admiralty, or by writ of error as at 
law. The latter was held proper because the Food and Drugs Act of 
1906, under which the case was brought and which contains a similar 
provision to that in the present Act as to application of the Admiralty 
Rules to seizure actions,** makes no reference to appellate procedure 
and evidences no Congressional intent that appeal in such actions should 
be as in admiralty. Clearly, the Frozen Egg case involved only the very 


2% See footnotes 18, 19, supra. 

25 F. R. D. 503, 505-6. 

3% 226 U. S. 172. 

*%1 21 U. S. C. 14, last sentence: ‘“‘The proceedings of such libel cases shall conform, 
as nearly as may be, to the proceedings in admiralty, except that either party may 
demand trial by jury of any issue of fact * * *.”’ 
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limited question of appellate procedure. The Court's statement, that 
“it did not think” that it was intended to liken seizure action proceedings 
to those in admiralty beyond seizure of the property, the case thereafter 
having the “character” of a law action, was dictum far beyond the 
decision requisite to the actual litigation before the Court. Certainly 
there was no need for such dictum in determining the question of appel- 
late procedure involved. Further, the dictum itself is unsound and im- 
proper since, if accepted, effect is denied to the jury trial provision of 
the seizure section of the Act.*? Such a result is at variance with the 
well-settled principle of statutory construction that statutes must be 
given meaning and effect as to ali of their language, and that substantial 
meaning must not be denied to any part thereof.** If the procedure in 
seizure actions changes after the seizure from that in admiralty to that 
at law, as stated by the dictum, the right to jury trial would exist with- 
out express provision therefor in the Act. The Court in the Frozen Egg 
case seems to have overlooked this obvious proposition, and the patent 
fact that the jury trial clause of Section 334 (b) becomes mere surplus- 
age if the dictum is dispositive. It seems clear that the jury trial provi- 
sion was written into the section to define the extent to which admiralty 
procedure does not control in seizure actions. Any other construction 
deprives the provision of practical meaning or purpose. 


Under the dictum of the Frozen Egg case, only the filing of the 
libel and the issuance and execution of process would conform to 
admiralty procedure. But the first sentence of Section 334 (b) of the 
Act provides that “(1) the article shall be liable to seizure by process 
pursuant to the libel, and (2) the procedure in [seizure] cases under 
this section shall conform, as nearly as may be to the procedure in 
admiralty.” It is apparent that clause (1) alone provides expressly for 
what the dictum attributes to both clauses. If accepted, the dictum 
would deprive clause (2) and the following jury trial provision of 
effect. The Fifth Circuit Court of Appeals has refused to adopt this 
anomalous position and has recently held that the proceedings in seizure 
actions conform to admiralty procedure in the trial court, but not on 
appeal.** 


221 U. S. C. 334(b) provides that ‘*‘. . . the procedure in [seizure] cases . . . shall 
conform as nearly as may be, to the procedure in admiralty; except that on demand of 
either party any issue of fact joined in any such case shal] be tried by jury.”’ 

%3 Ginsberg & Sons v. Popkin, 285 U. S. 204, 208. 

*C. C. Company v. United States, 147 F. (2d) 820, 824. The court made reference by 
a ‘‘cf.’’ to the Frozen Egg dictum. 
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Even if it be conceded, as it probably should be, that a seizure action 
under the Act is in the nature of an action at law rather than in ad- 
miralty, it does not follow that the procedure must necessarily be that 
set forth in the Civil Rules. Actually, such an action is statutory, and 
is brought under a statute which is not declaratory of the common law. 
It is therefore neither an action at law or in admiralty, but sui generis. 
Even if it be said to resemble an action at law (being against property 
on land) more than an action in admiralty (which is traditionally 
against property afloat), the controlling procedure may just as reason- 
ably be that of admiralty as of law. Since there is unambiguous, posi- 
tive Congressional mandate for the former, it seems highly improper 
to apply the latter, against express statutory provision to the contrary.*° 


The Eureka Productions case ** also involved a question relating to 
appeal in a seizure action, although unlike the Frozen Egg case it con- 
cerned the effect of appeal, rather than procedure. There was, however, 
no question involved relative to proceedings prior to appeal. Likewise, 
the case was a seizure action under the import provision of the customs 
law. For these reasons the decision is distinguishable and not deter- 
minative. Predicating a holding that the decision is authority for ap- 
plication of the Civil Rules to discovery proceedings in seizure actions 
under the Federal Food, Drug, and Cosmetic Act, as the court in the 
Bireley case did,’ is fallacious, since it credits the decision with a finding 
of general applicability of the Civil Rules to all parts of a seizure action, 
when self-evidently all that the court in the Eureka case could and did 
decide was their specific application after decree and upon appeal so as 
to retain jurisdiction of the condemned article, which was held properly 
destroyed by the marshal since no application for a stay had been made.** 


Similarly distinguishable is Hendry v. Moore,*® which also in- 
volved only a jurisdictional, and no procedural, question.*’ It is true 
that the court declared that a seizure action on land is in the nature of 
a common law action, citing the Frozen Egg case as authority. But 
such a statement is not sufficient basis for holding that the Rules of Civil 


3% 21 U.S. C. 334 (b). 

%* 108 F. (2d) 760. See discussion above footnotes 22-24, supra. 

75 F. R. D. at pages 505-6. 

3108 F. (2d) at page 761. 

%® 318 U. S. 133. 

“ The Court said at page 153: ‘‘Only a single issue is presented by the record and 
briefs—whether the state is precluded by the constitution and laws of the United States 
from entertaining the present suit.’’ 
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Procedure are generally applicable to seizure actions in the Federal 
courts, especially in view of the fact that the only question directly 
decided in Hendry v. Moore was that the California State Court had 
jurisdiction and that the Federal courts did not have exclusive admiralty 
jurisdiction of a case brought for the forfeiture of a net under the Cal- 
ifornia Code. Assuming that a seizure action under the Federal Food, 
Drug, and Cosmetic Act is in the nature of a common law action, it is 
still a statutory proceeding to which, by the clear mandate of 21 U.S. C. 
334 (b), the applicability of the Admiralty Rules at least in the trial 
court must be accepted, with the exception for jury trial establishing 
the only point where those rules do not apply, except on appeal. Any 
other determination renders inoperative the clear requirement of the 
statute. 


The argument applies with equal force to United States v. 935 
Cases Tomato Puree,*! where the dictum of the Frozen Egg case was 
also relied upon. The Tomato Puree case is clearly distinguishable, 
as demonstrated in the discussion of the facts, supra. The only question 
involved in the case was whether the libel in a seizure action under the 
Act must be verified, the Court holding the libel controlled by Admiralty 
Rule 21, and sufficient though not signed and sworn to by the United 
States Attorney.**? Reference to the Frozen Egg dictum was in itself 
dictum, since it was not necessary to the decision. The Court did not 
decide that the Civil Rules apply to seizure actions. Indeed, when the 
question of discovery arose later in the case, the Court sustained the 
government's objections to claimant's interrogatories, declaring the im- 
propriety of discovery under the Civil Rules in seizure actions under 
the Federal Food, Drug, and Cosmetic Act, and holding the objections 
valid because of the limited scope of discovery permitted under the 
Admiralty Rules.* 


So also, Reynal v. U. S., 153 Fed. (2d) 929,** is clearly distinguish- 
able, and definitely not in point. A different statute was there involved, 
and an entirely unrelated question, namely, when a motion to open a 
default should be filed. True, the action was for seizure and condemna- 
tion of goods, but it was instituted under 22 U. S. C. 404 for attempted 





41136 Fed. (2d) 523. 


42136 Fed. (2d) at page 525. 
* Unreported decision of District Judge Jones, March 22, 1944, DC Ohio, E. Div., 


Civil No. 21218. 
** See discussion of facts above. 
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exportation of war materials without a proper license. The court evi-- 
dently applied the Civil Rules because the practice on the point involved 
was not set forth in the controlling statute, and therefore conformed it to 
procedure at law.** Such is not the case in respect to discovery proceed- 
ings in seizure actions under the Federal Food, Drug, and Cosmetic 
Act, where Admiralty Practice is specified as controlling, and discovery 
is limited to specified matters.*®°. Under the court’s reasoning in the 
Reynal case, the dictum in the Frozen Egg case was completely un- 
necessary to the decision, and the fact that it was cited under such 
circumstances adds nothing to its stature.** 


From the foregoing, it seems clear that the cases relied upon for the 
conclusion that the Civil Rules were applicable in the Bireley case are 
easily distinguishable, and definitely not in point. Further, since they 
rest in some measure upon the unsound dictum of the Frozen Egg case, 
to that extent they should be given no more weight than the dictum, 
which should not be allowed to gain in respectability by unrelated repeti- 
tion, in itself dictum.* 


IV. Discovery Inappropriate and Not Allowable in Food and Drug 
Seizure Actions, Even Under the Civil Rules 


It would seem sound law that, in food and drug seizure actions insti- 
tuted by the government under the Act, the Rules of Civil Procedure are 
not applicable. Nevertheless, the court held in the Bireley case that 
they are, feeling constrained to this conclusion by the Frozen Egg and 
Eureka Productions decisions.** Despite this holding, the motion to va- 
cate claimant’s.notice to take the Food and Drug Commissioner's deposi- 
tion was granted on the ground (1) that the libel stated the charges 
fully so that “discovery is not needed to inform claimant what the gov- 
ernment alleges,’ and (2) because of the evident objective of the notice 
to secure the government's expert evidence on the results of the research 
of its chemists and the conclusions of its analysts and other experts.*® 


The first ground of the decision is highly significant, since it severely 
confines the unlimited discovery usually permitted under the Civil Rules, 





45153 F. (2d) at page 931, footnote 10. 

# 21 U. S. C. 334 (b) and (c). 

47 Armour & Co. v. Wantock, 323 U. S. 126, 132-3; Wright v. U. S., 302 U. S. 583, 593-4; 
Puerto Rico v. Shell Co., 302 U. S. 253, 269-270; Cohens v. Virginia, 6 Wheat. 264, 399; 
Osaka Shosen Line v. U. 8., 300 U. S. 98, 103. 

#5 F. R. D. 503, at page 506. 

#5 F. R. D. at page 506. 
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even though a pleading fully apprises the adversary of the claim or de- 
fense. Clearly, the decision establishes an exception to the general rule 
that discovery may be had of any relevant facts, even if not in issue. 
The case is authority for the position that, at least in seizure actions 
under the Act, where the allegations of the libel are complete and fully 
advise claimant of the charges, discovery is not necessary and will not be 
permitted, even under the Civil Rules. 


The second ground of the decision goes further, and does not limit 
itself to the fullness of the allegations of the libel. It is based upon the 
kind of evidence that would be elicited were discovery of the govern- 
ment’s case permitted in a food and drug seizure action. In a typical 
case involving an adulteration charge, the violation is established and the 
article is condemnable upon proof (1) of interstate shipment and (2) 
adulteration of the article while in interstate commerce within the mean- 
ing of the definitive sections of the Act, such as 21 U.S. C. 342 (a), (b), 
(c) and (d). Usually, as in the Bireley case, interstate shipment is ad- 
mitted or stipulated, and the only matter left to proof is the adulteration. 
Recognizing this, and that expert evidence would be the only proof nec- 
essary to establish the litigated part of the government's case, the Court 
in the Bireley case reached the second part of its decision,*’ applying 
prevailing authority which forbids the making available of such expert 
evidence to an adversary in advance of trial.** 


Civil Rule 30 (b) itself limits discovery by deposition upon oral 
examination. It specifically provides “that secret processes, develop- 
ments or research need not be disclosed." And the report of the Ad- 
visory Committee (June 1946) recommended amendment by addendum 
to this rule, in part as follows (pp. 39-40 of the report ) : 


“The Court shall not order the production or inspection of any part of the writing 
[obtained or prepared in anticipation of litigation or in preparation for trial] that re- 
flects * * * the conclusions of an expert.” 


Under Civil Rulé 30 (b) and the Advisory Committee's proposed ad- 
dendum, all doubt is removed as to the fact that discovery may not be 


%®5 F. R. D. at pages 506-7. 

51 The Court said at p. 507: ‘‘I therefore feel that an analysis and the conclusion based 
thereon constitute the kind of evidence that the government should not be required to 
disclose to the claimant in this type of litigation.’’ 

% The Court quoted from and followed the decisions in Lewis v. United Air Line 
Transportation Corp., 32 F. Supp. 21, 23 (DC, Pa.), and Boynton v. R. J. Reynolds 
Tobacco Co., 36 F. Supp. 593, 595 (DC Mass.). Also in point are United States v. 720 
Bottles, etc., 3 F. R. D. 466 (DC N. Y.) and Midland Steel Products Co. v. Clarke Equip- 
ment Co., 9 Fed. Rules Serv. 34.411, Case 1 (DC Mich. 1945). 
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ordered, in any event, of expert evidence involving research, and opin- 
ions or conclusions based thereon, even under the ultra-liberal discovery 
procedure provided for in the Civil Rules.** 


V. Scope of Discovery Under the Admiralty Rules 


As has been demonstrated previously, the Federal Food, Drug, and 
Cosmetic Act sets up its own limitations for discovery in seizure actions 
under 21 U. S. C. 334 (c). But immediately prior thereto, the Act pro- 
vides in subsection (b) of the same section that the Admiralty Rules 
shall apply in such actions, as nearly as may be. If it be assumed that 
Section 334 (c) provides a minimum of what claimant may be entitled 
to by way of pre-trial information, rather than a maximum, it is of mo- 
ment that we explore how far discovery may go under the Admiralty 
Rules, in view of the court's refusal in the Bireley case to allow it under 
the Civil Rules. Such a discussion must be predicated on the view that 
the Admiralty Rules are applicable to a food and drug seizure action, 
a conclusion which seems upon analysis to be the trie and inescapable 


rule. 


The courts have defined the permissible extent of discovery under 
the Admiralty Rules. In Jensen v. Sinclair Navigation Co., 58 Fed. 
(2d) 407, 408, it was held that interrogatories may not be used by a 
party to obtain the evidence upon which his adversary relies to support 
his case. And in The Arthur Conners, 35 F. Supp. 775, 776, it was held 
that interrogatories in admiralty serve to amplify the pleadings of the 
party interrogated and to procure evidence in support of the case of 
the interrogating party. They should not be used merely to fish into the 
adversary's evidence, which will be produced to prove the adversary’s 
claim, and a party need not disclose upon interrogatories the evidence by 
which he means to prove the allegations of his pleading. To the same 


effect is The Maher Bros., 35 F. Supp. 1022, 1023. 


Admiralty Rule 31, as amended in 1939, dealing with discovery 
through interrogatories, is identical with Civil Rule 33, but, unlike the 
latter, it is not accompanied by such unlimited rules as Civil Rules 26, 
30, and 31. Accordingly, it has been held that Admiralty Rule 31 may 
not be, read as broadly as Civil Rule 33. Applying this rule, the court in 
Cargo Carriers Inc. v. The Prospect, 2 F. R.D.519 (DCN. Y.), clearly 





53 See also Report of the Advisory Committee on Civil Rules, June 1946, at page 47. 
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delineated the objectives of discovery by interrogatories under the Ad- 
miralty Rules as follows (p. 520): 

“The purposes of interrogatories in admiralty are to amplify the pleadings of an 
adversary, to discover the nature of his claim or defense and to obtain evidence to 
support the claim or defense of the interrogating party. They may not be used to 
cross-examine an adversary nor to explore into the evidence he may use in support of 
his own case. Jensen v. Sinclair Navigating Co., 58 F. (2d) 407, and authorities there 
cited.” 

In The Arthur Conners, supra, the Court said ( p. 756): 

“Rule 81, F. R. C. P., provides that the Federal Rules of Civil Procedure shall 
not apply to proceedings in Admiralty. If it had been the intention of the Supreme 
Court to make any part of Rule 26 (b), F. R. C. P., apply to the scope of interroga- 
tories in Admiralty cases under Admiralty Rule 31, it would have done so specifically 
The fact that the Supreme Court did not incorporate the provisions of Rule 26 (b), 
F. R. C. P., into the new Admiralty Rules [28 U. S. C. A. following section 723] re- 
lating to interrogatories left undisturbed the standards governing the scope of inter- 
rogatories in admiralty cases, as established by the decisions of the courts... . 


VI. Conclusion 


Even if the decision in the Bireley case that the Civil Rules of Pro- 
cedure are applicable to seizure actions under the Federal Food, Drug, 
and Cosmetic Act is accepted as sound law, discovery in such a case is 
not permissible under the Civil Rules since the only information that can 
be sought under the circumstances concerns the government's expert 
evidence. Under the Act, it would seem that all claimant is entitled to 
is a representative sample as provided in 21 U.S. C. 334 (c). Applying 
the Admiralty Rules, as would seem sounder in principle, the same result 
obtains as under the Civil Rules. In any aspect of the problem, and 
whichever rules are deemed controlling, discovery is not appropriate ex- 
cept as allowed by Section 334 (c) of the Act, and at best is severely lim- 
ited under prevailing established authority to cases where the libel does 
not apprise the claimant of the government's charges against the seized 


[The End] 


article. 
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A Suggested Solution of the Problems of 
DUAL JURISDICTION 


over Food, Drug, and Cosmetic 


Advertising and Labeling 


SuMNER S. KITTELLE 





late Senator Copeland said on the floor of the Senate, ‘I am the 

kind of chap who knows when he is licked. I know the House 
will never agree to turn over to the Food and Drug Administration the 
control of advertising of drugs and cosmetics.” * Shortly afterwards, he 
concluded, *... I shall take my seat and my medicine at the same time.” * 
The Senate thereupon agreed to the conference report on the Wheeler- 
Lea Bill * and, after similar approval by the House and the signature of 
the President, it became law.’ That the subsequently-enacted Federal 
Food, Drug, and Cosmetic Act ® would exclude all control over advertis- 
ing became, then, a foregone conclusion. 


O: MARCH 14, 1938, toward the end of a long, losing battle,’ the 


Neither the passage of these statutes nor the untimely death of the 
Senator in the same year, however, have stilled the objections he raised 
to splitting between two agencies the task of policing the new safeguards 





1 Debate preceding Senate approval of conference report on Wheeler-Lea Bill, 80 
Congressional Record pp. 4429, 4430-4436. 

2 Dunn, Wheeler-Lea Act, p. 343. 

’ Dunn, Wheeler-Lea Act, p. 349. 

* Dunn, Wheeler-Lea Act. The bill was Senate 1077. 

5 Dunn, Wheeler-Lea Act at p. 350. 

* 52 Stat. 1040, 21 U. S. C. § 301 et seq. 
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to public health which Congress had established. Those objections can 
best be expressed in excerpts from the Senator's own statements: ' 


‘. .. It will serve merely to perpetuate the same ineffective contro] procedure as 
regards foods and drugs that has prevailed since the Federal Trade Commission Act 


was passed in 1914. 
“The volume of false advertising of patent medicines occurring daily demonstrates 


beyond argument the ineffectiveness of existing control. No informed person can deny 
this.” 


. . . 

“The offenses of adulteration, misbranding, and false advertising are inextricably 
interwoven and present a single unified administrative problem. To divide that prob- 
lem, as proposed by the House amendments to S. 1077, even if those amendments were 
properly drawn, would assure confusion, uncertainty, waste, and inefficiency of con- 


sumer protection.” 
* . * 


“It will not do to say that the staff of the Food and Drug Administration will 
serve the Federal Trade Commission in the administration of the false advertising law. 
No administrative officer can deal effectively with problems as they arise without hav- 
ing immediately and continuously at his command the technical advice of experts in 
the field to which the questions relate. 

“If the Federal Trade Commission is given the authority over the advertising 
of these commodities related to health it will be necessary for it to duplicate the staff 
now existing in the Food and Drug Administration. That will be expensive. Years 
will be required to assemble an efficiently functioning staff.” 

After the passage of the Wheeler-Lea and Federal Food, Drug, and 
Cosmetic Acts, it was discovered * that, instead of the Commission having 


? Dunn, supra, at pp. 335 and 336. 

* Mr. Gilbert H. Montague discovered it immediately, and stated that any competent 
lawyer should have known it and that a number did. Testimony of Gilbert H. Montague, 
Hearings on House Bill 2390, Seventy-ninth Congress, Second Session, at pp. 199 and 200. 


SUMNER S. KITTELLE 
Member of the New York 
and District of Columbia 
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Washington, D. C., Law 
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jurisdiction over advertising and ieaving jurisdiction over labeling exclu- 
sively in the Food and Drug Administration, the Commission had juris- 
diction over both advertising and labeling.’ In an attempt to correct this 
(among other things), the Reece Bill’ was introduced in the Seventy- 
ninth Congress. 


The Reece Bill 


The hearings on the Reece Bill '' showed that, instead of laying to 
rest Senator Copeland's misgivings, eight years of operation under the 
Wheeler-Lea and Food, Drug, and Cosmetic Acts had raised further 
objections to the dual administration those statutes established. Paul V. 
McNutt, Federal Security Administrator, wrote a letter to the Chairman 
of the House Interstate and Foreign Commerce Committee on May 3, 
1945,'* in which, while not agreeing with some provisions of the Reece 
Bill, he offered no adverse comment on its purpose to deprive the Federal 
Trade Commission of jurisdiction over labeling. Mr. McNutt specif- 
ically referred to “the confused situation and attendant impairment of 
public protection that stem from the basic faults of differing procedures 
and divided responsibility for determining the truth or falsity of identical 
representations in labeling and advertising.” One of his chief objections 
to the bill was that ‘‘it would at best affect little if any improvement” in 
that situation. 


A subsequent letter, dated July 13, 1945, from Mr. P. B. Dunbar, 
Commissioner of Food and Drugs, to Congressman Reece '* elaborated 
on Mr. McNutt’'s statements. Mr. Dunbar quoted and reaffirmed the 
statements made in 1935 by Mr. W. G. Campbell, then Chief of the Food 
and Drug Administration, to the effect that there should be no division of 
responsibility in the control of adulteration, misbranding and false ad- 
vertising of foods, drugs and cosmetics because the three offenses were 
too intimately interwoven to permit effective treatment separately. Mr. 
Dunbar admitted that relations between his Administration and the 
Federal Trade Commission had been harmonious, but stated that differ- 
ences of opinion had arisen and difficulties had been encountered. 


* Fresh Grown Preserve Corp, v. Federal Trade Commission, 125 Fed. (2d) 917. 
1 House Bill 2390, Seventy-ninth Congress. 

" Hearings, supra. 

" Hearings, supra, at pp. 2-4. 

' Hearings, supra, at pp. 338-343. 
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Difficulties Encountered 


Among these difficulties were the fact that the Federal Trade Commis- 
sion decisions in false advertising cases had been held res judicata of 
subsequent actions by the Food and Drug Administration; '* the claim 
that the Federal Trade Commission orders had been too weak in several 
cases where the curative properties of drugs and devices had been mis- 
represented; '® the fact that the defendants in one food and drug case 
obtained immunity from prosecution because they had testified in a Fed- 
eral Trade Commission proceeding; '* the fact that the issuance of a Fed- 
eral Trade Commission complaint in one case resulted in a manufacturer 
procuring extended postponements of a previously-instituted seizure 
action, meanwhile continuing the sale of the product; '’ and the fact that 
the Commission had issued trade practice rules for the tuna industry 
which embarrassed the Food and Drug Administration in its formulation 
of proposed standards for tuna under the Food, Drug, and Cosmetic 


Act."* 


In addition, Mr. Dunbar referred to the need for constant planning, 
as part of any efficient enforcement procedure, in order to concentrate on 
those offenses which most greatly impair the public welfare, and stated 
that the enforcement plans of his agency and of the Federal Trade Com- 
mission might call for different emphasis and timing, resulting in non- 
uniform enforcement and caustic complaints from the industries 
affected.'® 


Perhaps the most persuasive argument of Mr. Dunbar was that any 
control legislation should “provide for similar procedures against the 
offenses of adulteration, misbranding and false advertising so that alle- 
gations on all three can be combined in a single action when the facts 
warrant... *° It should be noted that, at present, neither agency has 
jurisdiction over all three offenses; rather, each has jurisdiction over two, 
their jurisdictions overlapping in the field of labeling. 


“U.S. v. Willard Tablet Co., 141 Fed. (2d) 141; U. 8S. v. Capon Springs Water, DC 
N. Y., 1945 [CCH Food Drug Cosmetic Law Reports ‘ 7016}. 

“% Matter of W. Gordon Pervis, Federal Trade Commission, Docket No. 2540: Matter 
of Sekov Corp. et al., Federal Trade Commission, Docket 4061. 

«U.S. v. Carlay Co, ; see Hearings, supra, p. 341. 

% The case involved Carter's Little Liver Pills. See Hearings, supra, p. 341-342. 

‘* Mr. Dunbar admitted that Food and Drug Administration experts assisted the Com- 
mission in formulating the trade practice rules. 

” Hearings, supra, p. 342. 

* Hearings, supra, p. 343. 
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The Commission's Defense 


The Commission's defense against Mr. Dunbar’s arguments was as 
spirited during the hearings on the Reece Bill as was its fight to retain 
jurisdiction over false advertising when the various food, drug and cos- 
metic bills were before Congress.*! The burden of the Commission's testi- 
mony on this subject was handled by Mr. James W. Cassedy,** then a 
special attorney and now Assistant General Counsel of the Commission, 
aided by the then Chief Counsel (now General Counsel), Mr. William 
T. Kelley,» and by Commissioner Ewin L. Davis.** Mr. Cassedy de- 
fended the Commission's procedure *° (which had been roundly criticized 
by previous witnesses) of ordering drug manufacturers either to place 
certain warnings in their advertising or to use labels with warnings satis- 
factory to the Commission and to state in their advertising, “Caution, use 
only as directed.’ He stated that this procedure had been adopted at the 
request of drug manufacturers themselves,”** and denied that it amounted 
to control of labeling.2*’ Mr. Cassedy stated that when the Food and 
Drug Administration had approved a label he thought the Commission 
would not substitute its own judgment with respect to that label.** He 
affirmed that the Commission had jurisdiction over labeling under Sec- 
tion 5 of its Act as distinguished from Sections 12, 13 and 14,”° but stated 
that it did not, as a matter of policy,’ institute cases dealing solely with 
labeling of foods, drugs or cosmetics except at the request of the Food 
and Drug Administration,"' although it had completed some hold-over 


271Mr. Rayburn, in the debate in the House preceding rejection of Senate 5 in 1936 
(80 Cong. Rec., Part 10, pp. 10,674-80), said ‘‘There might be a little lobbying around 
here by some people, but there is nobody who has lobbied around the Capitol on any bill 
in the 23 years I have been in Congress more than the members of the Federal Trade 
Commission have lobbied on this bill, and I love the Federal Trade Commission. .. ."’ 

22 Hearings, supra, at pp. 267 et seq., and 354 et seq. 

*3 Hearings, supra, at pp. 117, 130, et seq. 

* Hearings, supra, at pp. 393, 416, et seq. 

>This procedure has apparently been abandoned. See Notes and Comment, Food 
Drug Cosmetic Law Quarterly, Volume 2, pp. 95-96. 

26 Hearings, supra, at pp. 275-276. 

277 Hearings, supra, at p. 279. 

*s Hearings, supra, at p. 330. 

** Hearings, supra, at p. 279. 

*” The policy has now been formally published. CCH Trade Regulation Reports, 
Vol. 3, § 10,404. 

1 In the Fresh Grown Preserves Corp, case, supra. See Hearings, supra, at p. 293-294. 
The Food and Drug Administration had lost a previous case against this concern. Res 
judicata was pleaded by the respondent in the Federal Trade Commission case, but the 
defense was abandoned before the case got to the Circuit Court of Appeals. 
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cases instituted prior to the passage of the Wheeler-Lea and Food, Drug, 


and Cosmetic Acts.** 
Issue of Res Judicata 


On the question of res judicata, Mr. Cassedy testified that in the two 
cases cited by Mr. Dunbar in which “approval” of advertising by the 
Commission had barred subsequent action by Food and Drug, the Com- 
mission had not actually given any approval but had merely taken no 
action on reports of compliance filed by the respondents, a fact which 
was not understood when the local United States attorney stipulated in 
the Food and Drug suits that Commission approval had been given.®* 
Mr. Cassedy conceded that the doctrine of res judicata applied to both 
the Commission and Food and Drug Administration in any case where a 
prior action by either agency had resulted in an actual decision favorable 
to the respondent or defendant,** but argued that the problem would arise 
even if all authority over foods, drugs and cosmetics were vested in a 
single agency.*® This argument was based on the fact that a decision 
adverse to the agency in one of its own cases would be binding on it in 
future actions against the same party based on the same facts. However, 
Mr. Cassedy ignored the possibility that an agency might prefer to be 
beaten on a record created under its own supervision and pursuant to its 
own administrative policies than on one created by another agency with 
possibly differing policies. 

A good deal of Mr. Cassedy’s testimony was an attempt to show 
that the Federal Trade Commission could do, not necessarily a better 
job but just as good a job as the Food and Drug Administration, and 
that it had available to it all of the sources of information that were 
available to the latter, including the latter's own laboratory facilities 
when necessary.” 

* Hearings, supra, at p. 285. The Commission's case against General Seafoods, et al 
(Docket No. 4627) was commenced on November il, 1941, and prosecuted to a cease and 
desist order prohibiting the use of ‘Ocean Perch,’’ ‘‘Red Perch," etc. to describe a certain 
species of salt water fish, notwithstanding express prior approval of those names by both 
the Food and Drug Administration and Bureau of Fisheries. A petition to review was 
subsequently remanded by the court to the Commission which then dismissed its com- 
plaint. This case was not a hold-over nor brought at the request of the Food and Drug 
Administration, and appears to involve an attempt by the Commission to substitute its 
own judgment for that of Food and Drug in a matter of labeling as well as advertising. 
Food and Drug did not mention this case in its letter to the Committee considering the 
Reece Bill, although it would seem to present a clear example of conflict in adminis- 
tration. 

" Hearings, supra, at pp. 362-363. 

“ Hearings, supra, at p. 363. 


* Hearings, supra, at pp. 364-365. 
* Hearings, supra, at pp. 335-338. 
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It was brought out by Commissioner Davis that the Commission's 
policy was to refer labeling cases to the Food and Drug Administration 
and that the latter referred false advertising cases to the Commission.“ 
Dual jurisdiction in administrative matters was defended by referring 
to the dual jurisdiction of the Commission and Department of Justice 
over restraints of trade, and of the Commission and Post Office Depart- 
ment over false advertising sent through the mails.** 


Result of Determining Jurisdiction 


One argument that does not appear to have been made by the pro- 
ponents of the Reece Bill ( probably because that bill was directed at end- 
ing the Commission's control only of labeling and not also of advertising ) 
is that inefficiency results from the very necessity of determining in many 
cases whether the Food and Drug Administration has jurisdiction. The 
paper, in the June 1947 issue of the Food Drug Cosmetic Law Quarterly, 
Volume 2, p. 207, by George Link, Jr., on the Judicial Interpretation of 
the Words “Accompanying Such Article,” shows that, apart from the 
merits of a case, the mere determination whether it has been brought in 
the right forum is a serious and time-consuming one for the government, 
court and defendant alike. Mr. Link notes that “If an evading manufac- 
turer succeeds in escaping from the provisions of the Federal Food, Drug, 
and Cosmetic Act, the Federal Trade Commission can catch him,” but 
by that time his false representations will have given the public a long run 
for their money with no relief until the Commission can complete its pro- 
cedure and make him cease and desist. 


Problem of Major Concern to Industry 


It is not the purpose of this article to labor further the detailed argu- 
ments pro and con concerning the desirability of single versus dual juris- 
diction over the matters embraced in the Food, Drug, and Cosmetic and 
Wheeler-Lea Acts. The foregoing, plus the historical records referred 
to, amply demonstrate that neither the problem nor the controversy was 
settled by the passage of the two statutes, nor would it have been settled 
by the passage of the Reece Bill.** That the problem is still of major con- 


“™ Hearings, supra, 365-366. 

* Hearings, supra, 366; also 361. 

* The Reece Bill would merely have ousted the Commission of jurisdiction over 
labeling of foods, drugs and cosmetics without giving the Food and Drug Administration 
jurisdiction over advertising or depriving the Commission of such jurisdiction. However 
the bill was reintroduced in the House on January 3, 1947, by Congressman O'Hara, as 
House Bill 125. 
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cern to industry is evident from the following resolution which was 
adopted at the First Annual Meeting of the Section on Food, Drug and 
Cosmetic Law of the New York State Bar Association on January 24, 
1946: —*° 

“Resolved by the Section on Food, Drug and Cosmetic Law that it recommends 
a unification of the Federal food, drug and cosmetic law, whereby the legislation 
against a false advertisement of foods, drugs and cosmetics, added to the Federal 
Trade Commission Act by the Wheeler-Lea Act, is duly incorporated in the Federal 
Food, Drug, and Cosmetic Act and thus administered by the same agency and then 
enforced by an appropriate procedure. The question of such prapeiase invites care- 
ful study for its sound determination.” 

At the Second Annual Meeting of the Section on January 23, 1947, 
a resolution was adopted authorizing the Chairman to appoint a special 
committee to study and report on legislation to implement the foregoing 
resolution.*' This Committee has not yet made its report, and it is, there- 
fore, with some trepidation that the writer trespasses on its prerogatives 
by suggesting a possible solution of the problem the Committee has been 
asked to study. The writer's position is not made more comfortable by 
the fact that men of ability and experience have tried to solve that prob- 
lem for more than ten years. However, he gains confidence from the 
fact that his suggestion is not original but is an extension of a concept 
put forth in 1936 by Senator Copeland. 


Possible Solution Suggested 


The original Federal Trade Commission Act prohibited only “unfair 
methods of competition."” Although the Wheeler-Lea Act expanded the 
Commission's powers to include “unfair or deceptive acts or practices,’ 
the Commission's power to prohibit ‘unfair methods of competition” con- 
tinued as before. The term “unfair methods of competition’ was not de- 
fined by Congress but left for determination by the Commission, the final 
word on the subject, as a matter of law, however, being left to the 
courts.** Over the years since 1914, a body of Commission findings and 
court decisions has grown up, and the concept of “unfair methods of com- 
petition’’ has come to cover a broad list of practices in practically every 
kind of business. Many of these practices—for example, agreements in 
restraint of trade, commercial bribery, etc.—have nothing to do with ad- 


” See Food Drug Cosmetic Law Quarterly, Volume 2, pp. 118-119 
‘' See Food Drug Cosmetic Law Quarterly, supra. 
* Kederal Trade Commission v. Gratz, 253 U. S. 421. 
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vertising or labeling. Others, while they concern advertising and label- 
ing, could be of no interest to the Food and Drug Administration, which 
would not have either the time, funds, experience, or facilities to handle 
them. Among such practices are the false disparagement of a competitor 
or his products, advertising of false or deceptive credit terms, false ad- 
vertising of a “special price’ which is actually the regular price, false 
advertising indicating that a manufacturer has some connection with a 
government bureau or other official agency or that his product is en- 
dorsed by such bureau or agency, use in advertising of material “pirated” 
unfairly from a competitor, misrepresentation of an offer as limited when 
it is general, false, or deceptive, use of the words ‘free,’ “guarantee, 
“bonded,” etc., in advertising, use of deceptive guarantees of quality, 
satisfaction, price, etc., use of false or deceptive testimonials, and false 
representations of origin as by calling a perfume ‘French’ when it was 
made in the United States. 


Generally speaking, the foregoing types of false representations 
(whether they occur in an advertisement or on a label ) are matters which 
either affect competitors primarily rather than the consumer or the con- 
sumer'’s pocketbook primarily rather than his health. To deprive the 
Federal Trade Commission of jurisdiction over these practices in the 
food, drug, and cosmetic industries and turn their control over to the 
Food and Drug Administration would provoke a storm of justifiable 
criticism as great, if not greater, than that levelled at the present status 
under the law. 


In the debate on Senate 5 on April 1, 1935, Senator Copeland said:* 


“I regard the Federal Trade Commission as performing a very useful function 
having to do with economic needs, unfair trade practices, all those things which have 
to do with the business interests of these various industries. But what is dealt with in 
the pending measure is a matter which has to do with the health of the people. No 
one disputes that the Food and Drug Administration should determine the quality of 
the product; no one disputes that it should determine what is on the label. Who can 
raise any question that advertising is really an extension of the label? In the last 
analysis the Food and Drug Administration would have to pass upon those matters 
because there is no machinery in the Federal Trade Commission to handle them. (J/tal- 
ics supplied.) 


* 7 * * * 


“Mr. AUSTIN. I wonder if this would be a good time to ask the Senator from 
New York whether it is true that the distinction between the kind of work done by 
the Federal Trade Commission and that intended to be done by the Food and Drug 





* 49 Cong. Rec., Part 5, pp. 4748-4750. 
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Administration in the proposed legislation is that in the one case—that is, in the case 
of the Federal Trade Commission—the principal objective is the regulation of compe- 
tition in interstate and foreign commerce, and therefore concentrates on the interests 
of commerce, whereas the objective of the Food and Drug Administration is the con- 
sumer, the public, rather than the interests of commerce? Is that the distinction? 


“Mr. COPELAND. That is exactly the distinction.” 


Senate 5 was amended by the House so as to give control of the 
advertising of foods, drugs, and cosmetics to the Federal Trade Commis- 
sion. The Senate disagreed with this amendment and the bill went to 
conference, Senator Copeland being one of the conferees. He subse- 
quently reported to the Senate as follows: ** 


“Mr. COPELAND. Mr. President, the conferees on the food and drug bill have 
been in session all day, since 9 o'clock this morning. We find ourselves unable to 
agree. We are in full agreement on all the items of the bill save one, and that is on 
the question of enforcement, whether it should be in the Federal Trade Commission 
or the Food and Drug Administration. 


. . . . . 


“During the day today there seemed to be a desire to compromise on that par- 
ticular matter. As a matter of fact we called in the legislative counsel of the Senate 
and of the House, and together they worked out what on our side of the table we 
considered to be a very happy compromise, leaving all matters relating to health to 
the administration of the Food and Drug Administration and all matters having to do 
with economic problems, with the family budget, and practically all matters relating 
to food and cosmetics to be administered by the Federal Trade Commission.” 

The language employed in arriving at the compromise thus de- 
scribed by the Senator amended Sections 706 (a) and 602 (a) and (b) 
of the bill so as to give the Food and Drug Administration jurisdiction 
over “false advertising (the falsity or misleading character of which 
involves health)" and to give the Federal Trade Commission jurisdiction 


over all other advertising.*® 


Bill Voted Down 


When this compromise was presented to the House, however, it was 
voted down 190 to 70, and the bill thus died for that session.“* Among 
the statements which evoked applause during the House debate ** was 
that of Congressman Reece that the bill would give Mr. Tugwell “a 
whip lash not only over business but over the press of the country,” and 
the statement of Congressman Holmes that “If we adopt this amend- 


* 80 Cong. Rec., Part 10, pp. 10,514-10,520. 
See 80 Cong. Rec., supra. 
* 80 Cong. Rec., Part 10, pp. 10,674-10,680, 
7 See 80 Cong. Rec., supra, 


Problems of Dual Jurisdiction Page 369 











ment we are going to make the Federal Trade Commission Dr. Tugwell’s 
rubber stamp.” A statement made by Congressman Kenney pointed out 
a possible result of the bill's failure to define the phrase “which involves 
health.” He said, “.. . It gives everything by way of health to the Drug 
Administration and everything else to the Federal Trade, and there is 
nothing else, in my opinion. Oh, yes, you can work out a hypothetical 
case where they might take it up, but it will be minor in importance, and 
it is my opinion the Federal Trade Commission would never exercise any 
jurisdiction over this matter.’ Congressman McReynolds also asked, 
. what is there in pure foods that does not affect health?” 


Senator Copeland's proposed compromise died with that version 
of Senate 5, and the subsequent passage of the Wheeler-Lea Act and 
Federal Food, Drug, and Cosmetic Act in 1938 settled the law for that 
time and to date. It is the purpose of this paper, however, to suggest 
that there still lies in Senator Copeland's compromise the fundamentals 
of an idea that should receive serious consideration in any future legisla- 
tive program to solve the problems of dual jurisdiction which exist under 
the present statutes. 


Senator Copeland's Amendment 


The chief difficulty with the language of Senator Copeland's 
amendment was that the line of demarcation between the jurisdiction 
of the Commission and that of the Food and Drug Administration 
was too vague. When would a false advertisement of a food, drug or 
cosmetic “involve health,” or more pertinently, when would it fail to 
“involve health’? No means were provided in the bill for the determina- 
tion of this question other than by the courts, and all the time-consuming 
issues of jurisdiction that face the courts now under the term “accom- 
panying such product’’ would have been present and multiplied in the 
language of that amendment. 


If it is sound to vest in the Food and Drug Administration juris- 
diction over advertising and labeling which affects health and give the 
Federal Trade Commission jurisdiction over all other advertising, how 
can it be done practically? Some hardy draftsman might try to frame a 
definition, but definitions merely test the ingenuity of lawyers and tax 
the facilities of courts. If one agency guesses wrong and loses its case 
on a point of jurisdiction, then it is necessary for the other agency to 
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retrace the process laboriously before the malefactor can be brought to 
book. 


Why should the courts be made to decide a question which funda- 
mentally involves only the internal administrative efficiency of the gov- 
ernment? Apart from personal preferences based on which forum looks 
“easiest at the time, no one charged with false labeling or advertising 
should care which agency handles his case. Would it not be sound 
public policy to decide the question administratively and with finality 
within the executive branch of the government? If both agencies grant 
a defendant due process of law, what constitutional objection could there 
be to such a procedure? 


Board to Determine Jurisdiction 


The suggested solution of the problem is implicit in the foregoing 
questions. The mechanics suggest themselves readily. The Food, Drug, 
and Cosmetic Act should be amended to grant complete jurisdiction in 
the Food and Drug Administration over both advertising and labeling of 
foods, drugs, and cosmetics.** The Federal Trade Commission Act 
should be amended likewise to give the Commission coordinate jurisdic- 
tion over both advertising and labeling.** The decision as to which 
agency should handle a particular case should be made by a board, estab- 
lished by statute, comprising an equal number of representatives from the 
Federal Trade Commission and the Food and Drug Administration and 
one neutral representative appointed by the President. The statute estab- 
lishing the board should lay down in broad terms the standards by which 
it should be guided. Basically those standards should be that cases of 
false advertising or labeling primarily affecting health and cases involving 
labeling which violate specific standards prescribed by or under the 
Food, Drug, and Cosmetic Act should go to the Food and Drug Ad- 
ministration. All other cases should go to the Federal Trade Commission, 
whether they concern labeling or advertising. 


The board should have jurisdiction, of course, only over cases in- 
volving foods, drugs, devices, or cosmetics as defined in the Food, Drug, 


* Possibly with appropriate changes in the enforcement procedures to be applied 
in false advertising cases as distinguished from cases of misbranding or adulteration. 

* The Commission has such jurisdiction now under Section 5 of its Act, but it might 
be wise to reaffirm the Commission's jurisdiction over both advertising and labeling of 
foods, drugs and cosmetics to avoid erroneous interpretations by the courts of Congress’ 
purpose in granting jurisdiction over advertising to the Food and Drug Administration. 
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and Cosmetic Act, and its decision as to which agency should handle 
each case should be final and not appealable by either the agencies or 
the respondent or defendant concerned. A defendant's or respondent's 
sole right with respect to decisions of the board should be to demand 
proof that the board had in fact given the case to the agency which 
prosecutes him, and the filing of a copy of the board's order as part of 
the record in the case should be a prerequisite to jurisdiction under the 
governing statute of that agency. 


The Food and Drug Administration should approve wholeheartedly 
of such a plan, for it would give it the control it needs for efficient, 
uniform administration of its Act. The Federal Trade Commission, 
despite its past zeal to avoid encroachments on its authority, should not 
logically object. Its status as a quasi-judicial agency grants it no vested 
interest in its present independent status or authority. Congress created 
the Commission and can subject its present power to issue complaints 
against false advertising or labeling of foods, drugs, or cosmetics to the 
prior approval of a board charged with the improvement of administra- 


tive efficiency in the protection of public health. 
[The End] 


THIQURACIL WARNING 


A suggested warning for Thiouraci] and 
Propyl Thiouracil is: “Warning—This drug 
may cause unfavorable reactions in some in- 
dividuals. Your physician has explained or will 
explain to you the symptoms which must be 
watched for and precautions which must be 
taken to guard against ill effects. Do not take 
in larger dose or more frequently or for a longer 
time than specifically directed by the physician.” 
Released by the Food and Drug Administration 
in July 1947. 
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FRANK A. CALDERONE, M. D. 
Director of the Headquarters Office of the World Health 


Organization, Interim Commission 


of establishing world standards for substances of a specific potency 
has long been recognized by international health experts. 


'[ IMPORTANCE of controlling certain dangerous drugs and 


The covenant of the League of Nations (Article 23, Section (c) ) 
provided that members ‘‘will entrust the League with the general super- 
vision over the execution of agreements with regard to the traffic in . . 
opium and other dangerous drugs.’’ 


The League of Nations Health Organization standardized 35 sub- 
stances, the titration of which can only be effected by biological methods. 
Technical work was carried out for this assignment by the Copenhagen 
and Hampstead (London) Institutes. Even the immense difficulties of 
the war years did not entirely halt this work. Heparin, vitamin E, and 
penicillin, for example, were standardized on a provisional basis while 
much of the world was still at war. 


International Health Conference 


In April 1945, Brazil and China jointly urged the San Francisco 
conference, which gave birth to the United Nations charter, to take 
steps toward calling an international health conference. The Conference 


World Health Organization Page 373 











approved the proposal, and the United Nations, acting through the 
Economic and Social Council, February 15, 1946, directed the Secretary- 
General to call such a conference. The United Nations also set up a 
Technical Preparatory Committee, which developed plans, proposals, the 
agenda, and recommendations for the International Health Conference 
which met June 19 to July 22, 1946, in New York City. 


The conference was attended by voting delegates from 51 nations, 
observers from 13 nations, from Allied Control Authorities of Germany, 
Japan, and Korea, and by observers from the Food and Agriculture 
Organization, International Labour Organization, League of Red Cross 
Societies, Office International d’'Hygiéne Publique, Pan American Sani- 
tary Bureau, Provisional International Civil Aviation Organization, the 
Rockefeller Foundation, United Nations Educational, Scientific and 
Cultural Organization, United Nations Relief and Rehabilitation Ad- 
ministration, and the World Federation of Trade Unions. 


World Health Organization Formed 


An expanded world program in the control of foods, biological 
products, and drugs was made possible when the International Health 
Conference drafted the constitution for a World Health Organization 
(WHO). At the concluding session of the International Health Confer- 
ence on July 22, 1946, representatives of 61 nations, of which 51 were 
then members of the United Nations, signed the constitution for WHO. 
Since that time, three countries have added their signatures to the 
constitution. 

Under the WHO constitution dealing with functions (Chapter II, 
Section (u) ), the organization is assigned the responsibility: 

“to develop, establish and promote international standards with respect to food 
biological, pharmaceutical and similar products.” 

Article 21 of the WHO constitution provides that: 

“The Health Assembly shall have authority to adopt regulations concerning .. . 
standards with respect to the safety, purity and potency of biological, pharmaceutical 
and similar products moving in international commerce.’ 

Until the WHO is organized as a permanent specialized agency 
of the United Nations, an Interim Commission of 18 nations was set up 
to start the global health program. The Interim Commission will carry 
on until after 26 United Nations countries have ratified the constitution. 
The Interim Commission under the WHO constitution is obligated to 
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call a World Health Assembly within six months after the twenty-sixth 
United Nations country approves the constitution. At that meeting, the 
permanent agency will be established formally. To date, 12 United 
Nations countries have ratified the WHO constitution. They are: 
Canada, China, Ethiopia, Iran, Liberia, Netherlands, New Zealand, 
Saudi Arabia, Syria, Turkey, Union of South Africa, and the United 
Kingdom. 

Nations not members of the United Nations which have ratified the 
WHO constitution are: Albania, Austria, Finland, Italy, Switzerland, 
and Transjordan. 


Members of the Interim Commission are from the following eighteen 
countries: Australia, Brazil, Canada, China, Egypt, France, India, 
Liberia, Mexico, Netherlands, Norway, Peru, Ukranian Soviet Socialist 
Republic, Union of Soviet Socialist Republics, United Kingdom, United 
States of America, Venezuela, Yugoslavia. 


The Interim Commission 


The first meeting of the Interim Commission was held immediately 
following the International Health Conference in New York City, the 
second was at Geneva, November 4-13, 1946, the third at Geneva, 
March 31 through April 12, and the fourth at Geneva, August 30 
through September 13. 


Dr. F. G. Krotkov (U.S. S. R.) was elected first chairman of the 
Interim Commission. He accepted the position for the First Session, but 
could serve no longer because of the demands of other duties. The 
permanent chairman of the Interim Commission is Dr. Andrija Stampar 
( Yugoslavia ), elected at the end of the First Session, July 23, 1946. 


Dr. Andrija Stampar 


Dr. Stampar has a background of broad experience in the practice 
and teaching of public health, both internationally and in his own 
country. 

Now Rector of Zagreb University and Professor of Public Health 
and Social Medicine, he was Director of Health in the Yugoslav govern- 
ment from 1919 to 1931. Then, after travelling in the United States and 
China until 1932, Dr. Stampar served as visiting professor at several 
European universities and institutes of hygiene. From 1933 to 1936, he 
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was associated with the League of Nations as a health expert attached 
to the Chinese government. As an expert on rural health, Dr. Stampar 
was associated with the Health Organization of the League of Nations 
in 1936 and 1937. In 1938, Dr. Stampar was in the United States again 
as a visiting professor and in 1939 became Rosenberg Professor at the 
University of California, after which he was appointed to his professor- 
ship at Zagreb University. He recently was chosen president of the 
Yugoslav Academy of Sciences and Arts. 


In World War I, during the occupation of Yugoslavia, Dr. Stampar 
was interned for four years. Dr. Stampar is the author of many scientific 
works, including Health and Society and Social Medicine. 


Dr. Brock Chisholm 


The Interim Commission works through a series of committees and 
through assignment of specific duties to be performed by the Secretariat, 
headed by the Executive Secretary, Dr. Brock Chisholm of Canada. 


After receiving his degree of Doctor of Medicine from the Univer- 
sity of Toronto in 1924, Dr. Chisholm went to England to specialize 
in psychiatry and did post-graduate work at several hospitals, among 
them the Middlesex and All Saints Hospitals in London. From 1925- 
1931, he practiced general medicine at his native Oakville. In 1931, he 
joined the staff of the Institute of Human Relations at Yale University 
and, subsequently, was connected with Queen's Square Hospital and 
Mandsley Hospital in London. In 1934, Dr. Chisholm returned to Canada 
and practiced psychological medicine in Toronto until 1940. 


During World War II, Dr. Chisholm became Commandant of 
the Northern Area, M. D., then Director General of Medical Services, 
with the rank of Major General, a post which he had from September 
1942 to November 1944. He was then appointed to the post of Deputy 
Minister of Health in the Department of National Health and Welfare, 
which he held until July 1946, when he was elected WHO Interim 
Commission Executive Secretary. 


Dr. Chisholm was made Commander of the Order of the British 
Empire in the New Year's Honour List of 1943. He is also the recipient 
of the Lasker Award for Outstanding Contribution to Veterans’ Re- 
habilitation. He is the author of the William Alanson White Memorial 
Lectures of 1945, and Morale, 1940. 
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Expert Committees Created 


A series of expert committees have been named to study various 
problems of world health. To date ten have been created and five already 
have held meetings. These groups include the following: 


Expert Committee on Habit-Forming Drugs 

Expert Committee on Biological Standardization 

Expert Committee for the Preparation of the Sixth Decennial Re- 
vision of the International Lists of Diseases and Causes of 
Death 

Expert Committee on Quarantine 

Expert Committee on Malaria 

Expert Sub-Committee for the Revision of the Pilgrimage Clauses 
of the International Sanitary Conventions 

Expert Committee for the Revision of the Existing International 
Sanitary Conventions 

Expert Sub-Committee on Yellow Fever 

Expert Committee on Tuberculosis 

Expert Committee for the Unification of Pharmacopoeias 


These Expert Committees will be carrying forward many of the 
functions formerly performed by the League of Nations and will pioneer 
new investigations. In integrating the knowledge of medical research 
and practices being carried on in many nations, they will hope not only 
to free men of the scourge of the great epidemic diseases but to carry 
forward those preventive techniques which are concerned with keeping 
men healthy. 


Committee on Biological Standardization 


The Expert Committee on Biological Standardization, whose work 
may be of special interest, held its first session at Geneva, June 9-13. 
Members of this group included the following: Dr. A. A. Miles, director, 
Department of Biological Standards, National Institute for Medical 
Research, Hampstead (London); Dr. W. A. Timmerman, chairman of 
the committee and director, Rijks Instituut voor de Volksgezondheid, 
Utrecht, the Netherlands; Dr. J. Orskov, director, State Serum Institute, 
Copenhagen, Denmark; Lt. Col. Sir Sahib Singh Sokhey, director, Haff- 
kine Institute, Bombay, India; Dr. M. V. Veldee, chief, Biologics Control 
Laboratory, U. S. Public Health Service, National Institute of Health, 
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Bethesda, Maryland, U. S. A.; Professor E. Grasset, director of the 
Institute of Hygiene, Geneva, Switzerland; and Dr. Jacques Trefouel., 
director of Pasteur Institute, Paris. Dr. Raymond Gautier, councillor of 
the World Health Organization Interim Commission and head of the 
Geneva office, sat in on this session. 


This Expert Committee approved the action taken by the Depart- 
ment of Biological Standards of the Hampstead and Copenhagen In- 
stitutes during the war years to replace stocks of standard preparations 
and adopted as the international standards the provisional standards 
set up for vitamin E, heparin, and penicillin by the Hampstead Institute 
since 1940. The Committee members thanked the directors of the 
departments of biological standards at the two laboratories for the 
initiative that they had displayed in this matter. 


Committee members adopted as a general principle the idea that. 
so far as possible, each country should have a single national center to 
store international standards and equivalent national standards and dis- 
tribute them to qualified laboratories and research workers in that partic- 
ular country. The Committee instructed the WHO Interim Commission 
Secretariat to ascertain which prewar national control centres were still 
alive, to stimulate the re-establishment of those who had ceased to 
function, and to communicate with the health administrations of countries 
where no control centres existed with the object of inducing their 
creation. 


International preparations of diphtheria and tetanus toxoids should 
be set up for reference, the Committee decided. It was agreed to accept the 
generous offer of Dr. M. V. Veldee, Chief of the Biologics Control 
Laboratory, United States Public Health Service, to provide samples of 
the highly purified toxoids recently prepared in that country. 


The Committee agreed that, in addition to the existing standard for 
Old Tuberculin, there was a definite need for a standard for Purified 
Protein Derivative (PPD). A suitable preparation of Purified Protein 
Derivative, which has been stored since the war at the National Institute 
of Health at Bethesda, will be sent to the State Serum Institute at Copen- 
hagen, which is organizing the cooperative assays of the preparation. 

In addition, two expert sub-committees are in the process of being 
set up at the direction of the Expert Committee on Biological Standardi- 
zation. One is on the RH antigens and the other on fat-soluble vitamins. 
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The first committee will be made up of geneticists and haematologists, 
while the second is to include experts already at work on that problem. 


Committee members also recommended that the International 
Salmonella Centre established in 1938 at the Copenhagen Institute be 
taken over by the WHO. This action was taken at the suggestion of 
Dr. J. Orskov, director of the Copenhagen Institute. 


The Expert Committee for the Unification of Pharmacopoeias and 
that on Habit-Forming Drugs, which also are of special interest to those 
interested in drugs, are in the process of organization. 


Additional Functions of the Interim Commission 


In addition to the work of expert committees, the Interim Cummis- 
sion is carrying forward a number of functions of active emergency nature 
or of continuing medical and health importance, such as certain activities 
of the United Nations Relief and Rehabilitation Administration and 
functions of the League of Nations in the field of health (transferred to 
WHO Interim Commission October 16, 1946). 


Functions and duties of the United Nations Relief and Rehabilitation 
Administration under the 1944 sanitary conventions were transferred to 
the WHO Interim Commission on December 1, 1946. Epidemiological 
information activities of the Health Division were shifted to the WHO 
Interim Commission January 1, 1947, and consolidated with work at 
Geneva. 

Fourteen countries already have been allocated United Nations 
Relief and Rehabilitation Administration funds by the WHO Interim 
Commission for work in the field service programme, which includes 
mission operations and funds for fellowships, visting lectureships, and 
for the acquisition of medical literature. The countries participating in this 
programme include Austria, Byelorussia, China, Czechoslovakia, Ethi- 
opia, Finland, Greece, Hungary, Italy, Korea, Philippines, Poland, 
Ukraine, and Yugoslavia. The United Nations Relief and Rehabilitation 
Administration public health training programme in China was trans- 
ferred April 1, 1947. 


The WHO Interim Commission has assumed certain functions and 
duties of the Office International d'Hygiene Publique in Paris. These 
include administration of a number of international sanitary conventions. 
The Office was organized by the Agreement of Rome, 1907. 
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A great body of important data and records from the League was 
transferred, including studies in the fields of tuberculosis, cancer, malaria, 
schistosomiasis, leprosy, nutrition, housing, medical education, public 
health teaching, social insurance, etc. 


Technical Publications To Be Available 


The central office of the Service of Epidemiological Intelligence and 
Public Health Statistics publishes the Weekly Epidemiological Record, 
which is a continuation of the League of Nations health work. The 
Weekly Epidemiological Record, intended for national health administra- 
tions and for health services at ports and frontiers, contains notifications 
concerning diseases designated as “‘pestilential in the International 
Health Conventions. Other information on the applications of these 
conventions is also published in the Record. This publication is mainly 
reserved for official use and is not available for sale separately. The 
Record can, however, be obtained in conjunction with the Epidemiological 
And Vital Statistics Report, which is its statistical supplement. 


In addition, five other technical publications in the medical and 
public health fields are to be issued. The publications will be available 
in the United States, Canada, and Latin America through Columbia 
University Press, International Documents Service, 2960 Broadway, 
New York, New York. 


The Bulletin of the World Health Organization replaces the Bulletin 
of the Health Organization of the League of Nations and the Bulletin 
of the Office International D’'Hygiene Publique. This publication carries 
articles of a technical nature as well as reports of the technical commit- 


tess of the WHO. 


The Digest of Health Legislation will contain reproductions or 
extracts of laws and regulations dealing with public health and related 
subjects. 

The Chronicle of the World Health Organization contains informa- 
tion dealing with principal facts concerning WHO, the trend of its work, 
meetings of its expert committees, and summaries of its main technical 
publications. 

The Official Records of the World Health Organization will contain 
the minutes of the meetings; reports and documents of committees and 


conferences establishing the WHO; the work of the WHO Interim 
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Commission during 1946 and 1947, and later of the World Health 
Assembly and the Executive Board. The second number of this publica- 
tion will contain documents relating to the International Health Confer- 
ence (New York, 1946) and the Final Acts which were drawn up at that 
Conference. Five or six numbers probably will be published during 1947. 


The Epidemiological and Vital Statistics Report, published monthly, 
contains statistics on infectious diseases, as well as on general and infant 
mortality, etc. This information will be supplemented by notes dealing 
with health and demographic studies. 


The Secretariat of the Interim Commission has announced a price 
of $15 to cover all publications of the World Health Organization 
(including, however, the Weekly Epidemiological Record from July 1947 
only ). 


Headquarters of WHO are in the Empire State Building, New 
York, while a technical office is located in the Palais des Nations, Geneva. 


Development of Cooperative and Concerted Action 


The WHO is developing cooperative relations with the United 
Nations and with such specialized agencies as have activities in related 
subject matter fields. Joint committees will be set up between the World 
Health Organization and specialized agencies when the needs arise. 
The WHO will enter into relations with the United Nations as a spe- 
cialized agency after the Constitution comes into force. 


The United States Secretary of State, George C. Marshall, in a 
letter to the Chairman of the Committee on Foreign Affairs of the House 
of Representatives, said last June: 


“I should like to emphasize that the World Health Organization is intended to 
provide the international machinery needed to bring about conditions of health essential 
not only to the welfare of the United States but to a stable world order. Certainly 
the economy of those countries in which this Government is vitally interested cannot be 
established on a firm basis until health has been restored to those populations which 
have suffered from the war and until heajJth conditions in general have been improved. 
The efforts which individual countries have been making to rid themselves of debilitating 
diseases such as tuberculosis and malaria must, however, be supplemented by the 
concerted action of all nations. 


“The World Health Organization provides the opportunity for such action under 
circumstances unusually favorable for the encouragement of friendly understanding 
among nations.” 


[The End] 
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NUTRITION, 
HEALTH, and the LAW 


Freprick J. Stare, M. D.; Department of Nutrition, Harvard School 
of Public Health; and Department of Biological Chemistry, Harvard 
Medical School, Boston, Massachusetts. 





and disease. The law, in the form of the Food, Drug, and 

Cosmetic Act is a consumer protective measure designed orig- 
inally, with regard to food, to assist the public in obtaining pure, whole- 
some, unadulterated food. More recently, with the advances in the 
science of nutrition and the knowledge that foods can be nutritionally 
improved with regard to human health, the law has been broadened 
so as to take care of nutrient standards, as, for example, the nutritional 
enrichment of milk, salt, margarine, and flour. Food varies in its content 
of nutrients, depending upon the skill and knowledge with which it is 
produced. Processing and preserving of food affect its nutrient content. 
The Food, Drug, and Cosmetic Act is a legal attempt on the part of 
our government to protect the interests of the consumer and see that 
the food available is not only clean and wholesome, but also nutritious. 


IN xs ies is concerned with food and its relation to health 


Definition 
For those who like definitions, it is appropriate to define nutrition 
as the science of food and its relation to health. The basic importance 
of nutrition to all phases of biology is well recognized. One could 
probably take all of the subjects in the field of biology and divide them 
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into those dealing with structure and those dealing with function, and 
it would be evident that nutrition plays an important part in both. The 
growth and structure of an organism depend in part on the nutrients 
available, and the function of an organism depends in part on its nutrition. 
To summarize the need and importance of nutrition in a statement that 
may be easy to remember, one might say that good nutrition is necessary 
for (1) growth and maintenance of the body; (2) normal functioning 
of the body; (3) energy for warmth and activity. 


One can speak of nutrition in terms of chemical units, such as 
protein, inorganic salts, various vitamins, or in terms of food. Both points 
of view are necessary. In the history of nutrition as it applies to health, 
individuals with good eyes and good brains observed that various diseases 
—as, for example, scurvy, rickets, beriberi, certain types of anemia, 
specific hemorrhagic syndromes, night blindness, various types of liver 
disease, etc.—could be cured and prevented by consuming certain foods. 
In these cases, and in many others, chemists were successful in frac- 
tionating the food into chemical units which were effective in preventing 
these specific disease conditions. And one could then say that this or that 
food was of particular value because it contained ascorbic acid or iron or 
choline or tryptophane or vitamin A or some other nutrient. In many 
cases now, the identity of these essential nutrients has been accomplished 
and some idea has been obtained of the quantities of these nutrients that 
are necessary to prevent certain diseased conditions and to give rise to 
good health. In a great many cases foods have been assayed for their 
content of specific nutrients and can be given some evaluation in terms 
of their contribution to nutrition. 


Development of the Science of Nutrition 


It is interesting and instructive to know something about how the 
science of nutrition developed. The concept of food as an important 
factor in health and the prevention of disease is not new. In fact, Hip- 
pocrates in 400 B. C. was aware of the importance of food in the treatment 
of disease. He believed that food contained a single universal nutrient, 
and it is of interest that this concept of a single universal nutrient pre- 
vailed even up until about one hundred and thirteen years ago. It was 
in 1834 that food was found to consist of more than one nutrient. In that 
year food was fractionated into three main components—sugar, fat, and 
protein. No real progress or understanding was made in nutrition until 
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many discoveries were made in chemistry, since the use of food by the 
body —that is, the metabolic aspect of nutrition—is a chemical process. 


The entire evolution of nutritional studies is based upon the multi- 
plication of the numbers of essential nutrients. There are now some 40 
to 50 specific chemical nutrients that are found in food and are known to 
be necessary for good normal nutrition. Today one can raise a number of 
experimental animals on a strictly purified diet consisting of various 
amounts of these 40 to 50 nutrients. 

Since practical nutrition in man is dependent on foods and on specific 
nutrients in foods, it was natural that attempts should be made to analyze 
food materials for these substances. Around 1864, a method of analysis 
known as “proximate analysis’’ was elaborated. Food was analyzed in 
terms of protein, fat, carbohydrate, ash, and water. It was also during 
the latter half of the nineteenth century that another means of measuring 
the value of food—that is, caloric or energy value—was discovered. 
Vitamins did not enter the picture of nutrition until about the beginning 
of the present century when a number of investigators in this and other 
countries became aware of the fact that there were present in food, 
in very small amounts, substances that were necessary for growth. These 
were first termed “accessory food factors.” 


Nutritional Requirements 


The nutritional requirements for good health may be said to consist 
of adequate quantities of protein, fat, carbohydrate, vitamins, and water. 
The normal individual can obtain adequate amounts of these nutrients 
from a proper selection of a variety of foods. In fact, adequate nutrition 
for man over any length of time can be obtained only by consuming 
foods in such quantity and variety that nutritional needs are fulfilled. 
Man relies principally on appetite and on variety in the choice of foods 
to secure a balanced diet. Variety in the choice of foods is affected 
by food habits, purchasing power, and availability of food. Probably the 
simplest principle for the normal individual to follow in attaining good 
nutrition is to consume a wide variety of foods that have undergone a 
minimum of processing, and let the appetite be the judge of quantity con- 
sumed. One can improve this principle by knowing something of the 
nutritional requirements of man and how they are fulfilled by various 
foods, for one can then select those combinations of foods which will 
furnish in adequate quantity the various nutrients now known to be neces- 
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sary for good nutrition. With the ill individual, one should not rely on 
appetite as a stimulus for adequate food intake, for anorexia may be 
part of the symptom complex. The Food, Drug, and Cosmetic Act can 
assist the consumer in obtaining good nutrition by insisting on proper 
labeling and including certain nutrient levels in the various standards 
promulgated. 


Protein 


Protein is the principal nitrogenous constituent of animal and vege- 
table tissue. In the process of digestion, the large protein molecules are 
broken down into units that are simpler from a chemical standpoint, and 
ultimately into small molecules—the amino acids. There are about 24 
known amino acids; of these, somewhat less than half are the so-called 
essential amino acids. This means only that our body tissues cannot make 
these amino acids, that we must receive them ready-made from our food. 
The other amino acids play a part in metabolism, but presumably they can 
be synthesized in the body and hence it is not necessary that they be 
obtained from food. Protein nutrition is thought of today in terms of 
essential amino acids, but we lack information on the amounts and kinds 
of amino acids in foods and on the qualitative and quantitative require- 
ments of man for amino acids; so one still speaks of protein requirement. 
For the average normal adult, a protein intake of one gram per kilogram 
of body weight per day is generally recommended. About one and a half 
times as much is suggested for the pregnant woman, and two or two 
and a half times as much for the lactating woman or the growing child. 
Most of us obtain protein from both animal and vegetable sources, and 
generally speaking those proteins of animal origin which include not 
only meat but milk, eggs, fish, and fowl are of higher biologic value than 
vegetable proteins because they contain more of certain essential amino 
acids. But vegetable proteins supply many of the essential amino acids 
and other amino acids, as do animal proteins, which are also used by 
the body. Some vegetable proteins such as those of yeasts, peanuts, 
soybeans, and various seed germs are very good quality protein. 


Fats 


Fats are the most potent sources of energy we have. They furnish 
a little more than twice as many calories per unit weight than carbo- 
hydrates or protein. Another important function is that they serve as 
carriers for the fat soluble vitamins. Experimentally, it has been shown 
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that certain unsaturated fatty acids are essential to the rat, but it is not 
known whether man needs these unsaturated fatty acids. At any rate, 
it is most unlikely that our diets would ever be deficient in these sub- 
stances. In our diet, fat is obtained from both animal and vegetable 
sources. Hydrogenated cottonseed oil is the basis of various substitutes 
for natural fats. Margarines are made from animal and vegetable fats. 
When vitamin A is added to margarine, it is as nutritious as butter in 
mixed diets for man. 


Actual fat intake is influenced considerably by food habits. Gen- 
erally fat furnishes from a fourth to a third of the daily caloric intake, 
which would mean that we consume around 125 grams of fat per day. 
But one can get along with less fat if sufficient carbohydrate and protein 
are available for energy needs and if there are adequate sources of 
vitamin A available. This is usually possible because the body can 
synthesize vitamin A from the yellow pigment, carotene, which is present 
in most green and yellow vegetables. More fat in the diet is necessary 
in hard manual labor because of the increased caloric needs which cannot 
be satisfactorily fulfilled by the more bulky carbohydrate foods. 


Carbohydrate 


Carbohydrate is plentiful in our diets. As with fat, the requirements 
for carbohydrate depend on activity, and actual intakes are graded largely 
on food habits. Because of its relatively low cost and the ease with which 
it can be obtained, large amounts are consumed. A sedentary person 
may consume from 200 to 300 grams of carbohydrate per day, whereas an 
active person may consume three to four times that amount. 


Mineral Elements Necessary 


Certain inorganic or mineral elements are just as necessary to our 
health as are other nutrients. Experimentally with the rat it has been 
shown that some 12 minerals are necessary for good nutrition, but many 
of these are necessary only in minute amounts. Undoubtedly, man also 
requires many of these minerals, but from the practical view we need 
consider only a few. Sodium and chlorine are needed in relatively large 
amounts and are easily supplied by the use of ordinary salt. The inor- 
ganic elements in which our diets are most likely to be deficient are 
calcium and iron, and in the inland areas iodine should be considered. 
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Milk and cheese are the only rich sources of calcium in the diet, 
though small amounts are obtained from most vegetables and fruits. 
Meats are a poor source of calcium as also are eggs. 


Iron is furnished by meat, generously by liver. Other good sources 
are eggs, leafy green vegetables, potatoes, dried fruits, and the whole 
grain cereals. The iron in foods is not completely available to the body 
but, on the average, 60 to 70 per cent is available. An average intake of 
10 to 12 milligrams of iron per day will satisfactorily fulfill the normal 
adult's requirement for this nutrient. 


Iodine is needed only in small amounts, probably about 0.2 milli- 
gram per day, and is adequately furnished by the use of iodized salt. 


Fat Soluble Vitamins 


There are four fat soluble vitamins, and of these only vitamins A 
and D are of practical importance in the normal nutrition of man. The 
best sources of vitamin A are liver, egg yolk, whole milk, cream, and 
butter or enriched margarine. We can also utilize for vitamin A a sub- 
stance from dark green leafy vegetables and from yellow vegetables—the 
pigment, carotene—which in the body is converted into vitamin A. 
Another factor in our favor is that we have the capacity of storing, 
particularly in the liver, rather goodly amounts of vitamin A. Thus in 
the summer when an abundance of fresh vegetables is available, we may 
store vitamin A to help us through the winter. 


Concerning vitamin D, little is known about the requirement of adult 
man other than that it is undoubtedly small. Few foods contain an 
appreciable amount of vitamin D. For it we depend principally on sun- 
shine, except in the case of infants and children where fortified milk may 
be used and where it is strongly advisable to use a fish liver oil or 
other rich source of this vitamin. Vitamin D is also stored in the body 
for relatively long periods. 


Water Soluble Vitamins 


There are some 15 water soluble vitamins that are recognized in 
experimental nutrition. Of these only four are of importance, as far as 
is known today, in practical human nutrition. These are ascorbic acid 
and three members of the vitamin B-complex—thiamine, riboflavin, and 
niacin. It is important to know that we do not have the ability to store 


Nutrition, Health, and the Law Page 387 








the water soluble vitamins for any length of time as is the case with the 
fat soluble vitamins. Thus we must provide them in our diet frequently. 


Ascorbic acid is obtained principally from citrus fruits, from toma- 
toes, or from raw cabbage. It is also obtained from salad greens, other 
fruits such as strawberries, peaches, and melons, and from potatoes 
when cooked in the skin. It is well to remember that ascorbic acid is 
readily destroyed by contact with air, particularly at an elevated tempera- 
ture. The recommended dietary allowance for ascorbic acid is about 50 
to 75 milligrams per day which is the amount furnished by the juice of one 
large orange or contained in two glasses of tomato juice. 


The vitamins of the B-complex are obtained chiefly from the pro- 
tein foods and from the whole grains or enriched cereals. Thiamine is 
present in large quantities in pork and in good amounts in legumes, egg 
yolk, nuts, and the whole grains or enriched flours. There is much ribo- 
flavin in milk and liver, and fair amounts in legumes and whole grains. 
Niacin is present in generous amounts in liver and other meat and also 
in whole grains and enriched flour; it is low in milk. 


Calories Required 


Summarizing the available information on nutritional requirements 
for the adult, one could say that calories are required in an amount 
sufficient to maintain or adjust weight to what is known as ideal weight. 
Fat and carbohydrate are used principally for this purpose. Protein is 
recommended at a level of one gram per kilogram of body weight per day. 
Minerals are adequately supplied by the use of meat or fish and vege- 
tables, a generous amount of milk and cheese, and the use of iodized table 
salt. Vitamin A is the only fat soluble vitamin with which we need be 
concerned in normal adults. It is well provided through the use of egg 
yolk, liver, butter, enriched margarine, whole milk, tomatoes, and green 
or yellow vegetables. Of the water soluble vitamins, ascorbic acid is 
adequately provided by the daily use of citrus fruit, tomatoes, or raw 
cabbage. Thiamine, riboflavin, and niacin are well supplied by the protein 
foods particularly if some milk and whole grain or enriched cereals are 
included. As far as is known today, other nutrients, so far as they are 
required by man, are probably furnished in satisfactory amounts by any 
diet which provides adequately the other vitamins, minerals, and protein. 
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Value of Superior Nutrition 


There have been a number of classic investigations giving evidence 
of the importance of improved nutrition on health. Thus Robert McCar- 
rison in studies on two tribes in India found unmistakable evidence of 
the value of superior nutrition. In one of his papers he says, “For some 
nine years of my professional life, my duties lay in a remote part of the 
Himalayas where there are located several isolated races far removed 
from the refinements of civilization. Certain of these races are of 
magnificent physique, preserving until late in life the characteristics of 
youth; they are unusually fertile and long lived, and endowed with 
nervous systems of notable stability .... These people live on a very 
frugal diet, apricots, vegetables, goat's milk and butter—whole grains and 
meat only on feast days.” 

Then McCarrison studied a tribe in the south of India where the 
diet for generations had consisted of polished grains, vegetable fats, 
little milk, no meat, and few vegetables. The stature of this tribe was 
stunted, illness was common, mortality high. Now obviously there were 
genetic differences between these people, and environmental factors 
other than nutrition. But following his observations of these two tribes, 
McCarrison took a thousand albino rats and fed them for two and a 
half years on a mixed diet representative of one tribe. Another thousand 
rats were fed the diet of the other tribe. The differences found were 
even more striking between the rats than they had been between the 
tribes. It is of interest that this classic experiment was repeated on rats 
relatively recently by another investigator, and essentially the same 
results were obtained. 


Significant Dietary Differences 


Orr and Gilks conducted a study of two South African tribes with a 
view to possible improvement of physical efficiency through improved diet. 
These tribes live in regions which do not differ as to climate and agri- 
cultural possibilities. The adult males of one tribe average 5 inches taller 
and 23 pounds heavier than corresponding subjects in the other tribe. 
Muscular strength was found by dynamometer tests to be 50 per cent 
greater in one tribe. There were marked differences in the height and 
weight of the women of the two tribes. But the most striking differences 
occurred among the children. Of the children up to 8 years of age, both 
boys and girls, three-fourths in one tribe were graded as in good physical 
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condition; in the other tribe only one-fourth were graded in good 
physical condition. Skeletal deformities, dental caries, spongy gums, 
anemia, diseases of the skin, and tuberculosis were rare in one tribe, most 
common in the other. 


There were undoubtedly genetic differences between these people, 
but there were also significant dietary differences. One tribe consumed 
large quantities of milk, meat, and blood. The other tribe, while they 
raised large herds of goats, treasured them as wealth—not as food. They 
lived mostly on cereals and roots. 


Study on English Schoolboys 


The classic study of Dr. Correy Mann on English schoolboys should 
certainly be mentioned in any discussion dealing with nutrition and 
improved well-being. The experiments were carried out over a four- 
year period on approximately 200 boys of 6 to 10 years of age. They show 
clearly the value of extra milk in improving health on diets which were 
thought to fulfill all nutritional needs. Those on the best diet—the basal 
diet plus a pint of milk per day—gained approximately 7 pounds per year 
as compared with 4 pounds per year on the control diet. In height there 
was also an increased gain. Throughout the four-year period there was 
striking improvement in general fitness, fewer upper respiratory infec- 
tions and other illnesses, and improved mental capacity. Dr. Mann states 
that these factors are difficult to measure and evaluate, but emphasizes 
that an impartial observer had no difficulty in pointing out quickly which 
boys were receiving the improved diet. 


Improvability of the Normal 


For many years, Dr. Sherman and his students at Columbia have 
been doing long term studies with rats which advance the principle of 
the nutritional improvability of what some consider the normal. These 
animal feeding experiments have been carried on for many generations 
and with a rigorous regard for exactness. The basal diet used by Sherman 
in these studies consisted of one-sixth dried whole milk and five-sixths 
ground whole wheat plus salt and distilled water. Such a diet reared rats 
successfully through several generations. But a diet containing a larger 
proportion of milk improved greatly what could be considered the normal 
for the rats receiving less milk. Rate of growth and efficiency of growth 
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were increased, as were average size, time required to reach maturity, 
time of full adult capacity, vitality as indicated by success in the launch- 
ing of successive generations, and actual length of life. 


Influence of Prenatal Diet 


A few years ago Ebbs, Tisdall, and Scott published their now well 
known paper on the influence of prenatal diet on the mother and child. 
“The prenatal diets of four hundred women with low incomes were 
studied. One group found to be on a poor diet was left as a control, a 
second group on a poor diet was improved by supplying food during 
the last three or four months of pregnancy, and a third group found to 
have moderately good prenatal diets was improved by education alone. 
During the whole course of pregnancy the mothers on a good or sup- 
plemented diet enjoyed better health, had fewer complications, and proved 
to be better obstetrical risks than those left on poor prenatal diets. The 
incidence of miscarriages, stillbirths, and premature births in the women 
on poor diets was much increased. The incidence of illness in the babies 
up to the age of six months and the number of deaths resulting from 
these illnesses were many times greater in the Poor Diet Group.” 


In the Journal of Obstetrics and Gynecology for July 1943 is a report 
of some of the nutritional studies that the Harvard School of Public 
Health has conducted on the growth and development of the well child. 
These investigations are unusually significant in that they go back over 
a period of 12 years. All of the children in the study, of which there were 
originally 324, have actually been studied from birth, and before birth 
by antepartum studies on the mother. The complete studies include not 
only detailed and carefully conducted nutrition histories, but obstetric, 
pediatric, roentgenologic, dental, anthropometric, psychologic, and some 
laboratory studies. This recently published work, using the oldest sibling 
in each family, has shown a statistically significant relationship between 
antepartum diet and the condition of the infant at birth. In the cases 
studied, every stillborn infant, every infant who died within a few days of 
birth with the exception of one, the majority of infants with marked 
congenital defects, all premature and all “functionally immature” infants 
were born to mothers whose diets during pregnancy were inadequate. 
From this study it would appear that if the mother’s diet during pregnancy 
is excellent, her infant will in all probability be in excellent physical 
condition. 
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As in the study of Ebbs, Tisdall, and Scott, a significant relation- 
ship was also found to exist between the prenatal diet and the course 
of pregnancy. The findings with regard to eclampsia were most striking. 
In these women there were 29 cases of eclampsia of varying degree. 
There was no incidence of eclampsia in those women with good or 
excellent diets—most of the cases of eclampsia were in those on poor 
diets, a few in the fair diet group. 

Thus in the few studies briefly mentioned, all but one of which were 
made on human subjects, there seems to be good evidence that improved 
nutrition over long periods results in better health. There is also good 
evidence that good nutrition is of profound importance during pregnancy, 
both for the mother and for the health of her infant. 


Application of Nutrition in Clinical Medicine 


When it comes to applying nutrition to current problems of clinical 
medicine, only the sky seems to be the limit, though in most all problems 
much more research is necessary. In addition to the classical deficiency 
diseases such as scurvy, night blindness, beriberi, and pellagra, there are 
many places in medicine where nutrition can and should be applied. 
May I mention a few of the possibilities: 


(1) Diseases of the skin. It is of interest that experimentally most 
every type of nutritional deficiency gives rise to some type of a dermatitis. 
Skin diseases of many types are very prevalent in man. We know little 
of their etiology and still less about treatment. Could it be that many of 
these diseases in man are dietary in etiology? It seems logical that they 
might be since dermatologic conditions can be so readily produced experi- 
mentally on a nutritional basis. 


(2) Diseases of the eye. Experimentally on a nutritional basis one 
can produce night blindness, conjunctivitis, and various types of cataracts. 
All of these conditions appear with frequency in man. Could it be that 
frequently in man they are dietary in etiology? 


(3) Diseases of the mouth and oral cavities. We know that the 
surface of the tongue and oral cavity become inflamed in deficiencies 
of two of the B-vitamins; namely, niacin and riboflavin. Sore and bleed- 
ing gums will result from a deficiency of ascorbic acid. Tooth decay, 
probably the most prevalent of all diseases, has important etiological 
relationships to diet. 
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(4) Diseases of the liver. Various types of liver disease are prev- 
alent. Many types of liver diseases can be produced experimentally by 
dietary means. There is also evidence that certain types of liver disease 
in man can be successfully treated by dietary means. 


(5) Neurological diseases. Neuritis is a common finding in various 
types of experimentally induced nutritional diseases. Neuritis in man 
frequently responds to dietary treatment. 


(6) Degenerative diseases. Under this category come many of the 
diseases prevalent in the later years of life, as for example arterio- 
sclerosis. Little is known about the causes of these diseases. Many of 
them are known to occur in animals and some can be produced experi- 
mentally on the basis of poor nutrition. Many investigators believe that 
good nutrition is the most important factor in preventing the onset of the 
degenerative diseases. 


Nutritional Welfare Important 


Yet with all of these signs pointing to the importance of nutrition 
in improved public health and in the prevention and treatment of disease, 
many of the current leaders in these fields pay little attention to the 
subject of nutrition. For example, at a recent annual meeting of the 
American Public Health Association there was a special session devoted 
to the subject of “the evolving pattern of tomorrow's health.” At this 
symposium four papers were presented by leaders in the field of public 
health under the following titles: (1) Prerequisites to Improved Public 
Health; (2) The Post-War City; (3) The Health Department of the 
Future; (4) The Health Worker of the Future. One can read these 
papers in the December 1943 issue of the American Journal of Public 
Health. The next issue of this journal has an editorial entitled “The 
Expanding Horizon of Public Health.” Here then are five articles by 
five current leaders in the field of public health, all writing about the future 
of public health and public health workers. Not one of them mentioned 
anything about nutrition, not even the word “nutrition,” to say nothing 
with regard to the importance of the subject in public health. Why is it 
that these leaders and probably the vast majority of public health ad- 
ministrators and educators are content to remain in splendid isolation 
with little interest and no responsibility for the nutritional health of the 
people. I presume it is largely a lack of keeping up-to-date with what has 
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been going on in the science of nutrition in the last 10 to 15 years. Some 
might argue that ill health resulting from malnutrition is a matter of 
individual concern and that it does not endanger the community as in 
cases of infectious disease. They might maintain that nutrition is the 
affair of the individual and his physician and not of the health department. 
It can readily be shown, however, that the community does have an 
enormous interest in the nutritional welfare of its members. We know 
that the birth of a well developed, healthy child depends on the adequate 
and proper feeding of the mother during the prenatal period. It is also 
now well known that there are groups of the population particularly 
susceptible to the ill effects of an inadequate diet. . These include pregnant 
and nursing women, infants and growing children, adolescents, and 
those sick with chronic diseases. Certainly the assurance of supplies of 
fish liver oil and ascorbic acid to infants and of milk to growing children 
is a matter of public concern. What loss of efficiency, what lowering of 
resistance or actual predisposition to other diseases such as tuberculosis 
and the degenerative diseases result from this lack of optimal diet is not 
capable of measurement at the present time; but it is undoubtedly great. 
This huge burden of ill health directly or indirectly attributable to in- 
adequate nutrition adds greatly to the cost of medical care in the com- 
munity, much of which comes of necessity from the public purse. 


Improvement of Already Good Health 


Then there is the large question of the improvement of already good 
health. This is not a question of preventive medicine maintaining the 
status quo in trying to avoid illness, but of trying to improve what most 
of us already consider to be good health. Improved nutrition is one of 
the big factors in the improvement of health. Experimental nutrition has 
unquestionably proved this point in the case of most all farm animals. 
Along this line of thought, a White Paper issued some two or three 
years ago by the British government and setting forth proposals for a 
new national health service has some interesting comments. It states, 
‘Personal health still tends to be regarded as something to be treated 
when at fault or perhaps to be preserved from getting at fault, but seldom 
as something to be positively improved and promoted and made full and 
robust. While the health standards of the people have enormously im- 
proved, and while there are gratifying reductions in the ravages of pre- 
ventable disease, the plain fact remains that there are many men and 
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women and children who could be and ought to be enjoying a sense of 
health and physical well-being which they do not, in fact, enjoy. There 
is much subnormal health still which need not be, with a corresponding 
cost in efficiency and personal happiness.” 


Inclusion in Medical Curricula 


Medical groups and medical educators may be criticized as readily 
as public health workers for their lack of interest in and understanding of 
nutrition and its role in clinical medicine, and the reason is essentially 
the same—a failure to keep up-to-date with modern developments in 
the science of nutrition. Of course one must remember that nutrition 
as a science is much younger than the other disciplines that make up the 
bulk of medical education. Modern scientific nutrition is really a 
twentieth century development of chemistry and physiology. Medicine 
is much older. It takes time for new principles to be adopted. Nutrition 
can be well taught in present medical educational curricula, is well re- 
ceived by the students, and results in a physician better able to maintain 
the well and care for the sick. 


Relation to Food, Drug, and Cosmetic Act 


With the rapid expansion of the science of nutrition that has taken 
place in the last decade, particularly in understanding the relative amounts 
of specific nutrients required by man for good health, it seems only 
logical that the Food, Drug, and Cosmetic Act should be broadened to 
protect the consumer nutritionally. This can readily be done by ac- 
curate labeling and the defining of standards so that knowledge con- 
cerning scientific nutrition is applied. A good start has been made 
in the legislation dealing with enriched cereals. 


[The End] 


Nutrition, Health, and the Law Page 395 











LEGAL STANDARDS 
for 

W . | Compounded Prescriptions 

and Other Extemporaneous Pharmaceuticals 


SAMUEL W. GoLpsTEIN, Ph.D., Pharmaceutical Chemist 





recognizes the Linited States Pharmacopoeia and the National 

Formulary as official compendia and through them sets the stand- 
ards for the drugs and preparations included therein. These standards 
are generally based upon the nature of the material, the manipulation 
to which it is subjected, and the accuracy of the assay procedure used 
for its determination. Furthermore, the product is assumed to be pre- 
pared under controlled conditions. These standards are fair and reason- 
able when products prepared by drug manufacturers are considered. 
But are they reasonable when applied to preparations compounded ex- 
temporaneously by the pharmacist in the drugstore? 


‘ke FEDERAL FOOD, DRUG, AND COSMETIC ACT 


Extemporaneous Preparations 


The preparations compounded in the drugstore fall into two groups: 
(1) Preparations official in the Wnited States Pharmacopoeia and the 
National Formulary; (2) Unofficial preparations. Under present condi- 
tions, only the preparations in group | are completely covered under the 
law. In order to control preparations in group 2, fraud or danger to 
health would have to be proved. This condition could be corrected by 
setting standards for all preparations extemporaneously compounded in 
drugstores. Currently standards are set for preparations in group 2 by 
the individual state agencies which are authorized to enforce the state 
food and drug laws. Thus we are confronted with a situation in which a 
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preparation considered illegal because it does not meet the tolerance set 
by the law enforcement agent in one state might be within the limits of 
tolerance, and therefore a legal product, in many other states. 


Surveys dealing with variations in compounded prescriptions and 
other extemporaneous preparations have recently been made in several 
states. The samples were classed as standard and substandard on the 
following basis: if the preparation was included in the Linited States 
Pharmacopoeia or the National Formulary it should meet the official 
requirements. Unofficial preparations were expected to fall within a tol- 
erance of +10 per cent of the requested quantities. The tolerances set 
for this latter group are arbitrary and their justification is debatable. In- 
deed, the application of tolerances set for official preparations to these 
products when they are prepared extemporaneously in the drugstore is 


debatable. 


Accuracy of Uncontrolled Products 


The major factor enabling the drug manufacturer to keep his prod- 
ucts within the tolerances set for official products is the control labora- 
tory. It is economically impracticable for the drugstore pharmacist to 
utilize this manner of control. While the pharmacist may purchase the 
best grade of basic pharmaceutical materials, he has no practical means 
of detecting slight variations in his opened stock. These variations can 
be caused by addition or loss of water in chemicals, loss of volatile sol- 
vents or ingredients in vehicular galenicals, etc. Furthermore, the official 
monographs for galenicals are generally based upon the preparation of 
one liter or one kilogram of the finished product. Is it reasonable to 
expect uncontrolled products prepared in quantities requiring the weigh- 
ing of grains and grams and the measuring of minims and cubic centi- 
meters to be as accurately prepared? 


A study of 71 prescriptions in one state showed that the state drug 
commissioners considered 21 of the preparations substandard; while on 
the basis of a +10 per cent tolerance 37 would have been declared illegal. 
There is no denying that 30 per cent is still a large number of substandard 
prescriptions, but it is fair to point out that in only one case might the 
product have been detrimental to the health of the patient, and that was 
due to an omission of requested ingredients. That the pharmacists in 
that state could do more accurate work is indicated by a study of 1907 
extemporaneously compounded preparations purchased during 1945 and 
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1946 by a drug inspector known to most of the pharmacists. When 
judged by the standards stated above, 31 per cent of the preparations 
would be classed as substandard; but the state drug commissioner con- 
sidered only 13 per cent of the samples to be substandard. It is obvious 
that more lenient standards were set by the commissioner, who happened 
to be a pharmacist of long experience, and who was familiar with the 
many problems peculiar to drugstore compounding. 


Uniform Standards Desirable 


The need for uniform standards for extemporaneously compounded 
pharmaceuticals is apparent. But these standards should be equitable 
and reasonable. Under the provisions of the Food, Drug, and Cosmetic 
Act relating to the promulgation and application of definitions and stand- 
ards for food, Section 401 states: ‘“Whenever in the judgment of the 
Administrator such action will promote honesty and fair dealing in the 
interest of consumers, he shall promulgate regulations fixing and estab- 
lishing for any food, under its common or usual name so far as prac- 
ticable, a reasonable definition and standard of identity, a reasonable 
standard of quality and/or reasonable standards of fill of container 

.” In United States v. Lord-Mott Co., Inc. (DC Md. 1944), 57 F. 
Supp. 128, at p. 133, the Court states: “Certainly, che Government 
is the proper agency to surround the public with the safeguards that are 
necessary in order to prevent such food from being adulterated and mis- 
branded. But this Court believes that any regulation passed in further- 
ance of these basic principles exceeds the legitimate bounds of 
administrative regulation if it does not operate fairly and reasonably 
with respect to the producers or distributors of the articles involved, as 
well as with respect to the consumer public...” This opinion applies 
equally to foods and drugs. The following statement was made by C. W. 
Crawford, Associate Commissioner of Food and Drugs, during a dis- 
cussion’ of standards for foods: “The formulation of standards is a 
tremendous task. One of the greatest difficulties that we have experi- 
enced is to get the industries concerned to realize that and do the work 
that should be done in order to get standards that are fair, reasonable, 
equitable, and that will accomplish the purpose of promoting honesty 
and fair dealing in the interest of consumers...” 





1 Food Drug Cosmetic Law Quarterly, Volume 2, p. 221. 
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The setting of reasonable standards on the Federal level for foods 
and the existing reasonable standards for manufactured drugs should 
lead to the setting of reasonable standards for extemporaneously com- 
pounded pharmaceuticals. Certainly no one has ever found it difficult 
to interest the representatives of the pharmaceutical profession in the 
consideration of reasonable standards. Indeed, since its inception, the 
American Pharmaceutical Association has considered the development 
of proper standards one of its major activities. If reasonable standards 
for drugstore-compounded pharmaceuticals can be developed they could 
be made nationally effective by inclusion in the Wnited States Pharma- 
copoeia and/or the National Formulary. 


Until such reasonable standards are developed on a national basis, 
state drug officials should confer with representatives of the pharma- 
ceutical group before deciding what such standards should be. This 
would be comparable to the hearings held before Federal food standards 
are promulgated and such cooperative efforts should yield the most bene- 


ficial results. [The End] 


PHARMACOPOEIAL SUPPLEMENT 


The First Sheet Supplement to the Thirteenth 
Revision of the Linited States Pharmacopoeia 
has been released by the Revision Committee. 
The changes in the text are effective immedi- 
ately and become enforceable on January 1, 
1948. Copies will be mailed on request from 
the Pharmacopoeia office to all owners of the 
Thirteenth Revision. Release of the Revision 
Committee of the United States Pharmacopoeia, 
August 27, 1947. 
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Liability of Seller or Manufacturer 
of Cosmetics 

as Affected by 
Plaintiff's Allergy 





WarreEN J. BLoom, New York Attorney 


ourselves as best we can to the typical cosmetics product liability 
case, which usually is as follows: 


] N DISCUSSING THIS SUBJECT, we think it advisable to limit 


The youthful and attractive Miss Smith goes into a retail store and 
buys a bottle of perfume or box of cosmetics. She applies some of the 
perfume to her face and suffers burns. 


Miss Smith then seeks legal redress. She commences an action 
against the manufacturer and the retailer. The manufacturer is charged 
with negligence and the retailer with breach of express and/or implied 
warranty of fitness or merchantability. 


Both defendants plead and seek to prove that the injured plaintiff 
was peculiarly and unusually susceptible to such injury, due to her 
allergy to the product, to such a degree that no manufacturer or seller 
could reasonably have anticipated her susceptibility and that, therefore, 
the plaintiff's action should be dismissed. 


There are comparatively few cases in the books which deal directly 
with the subject of the cosmetics seller's or manufacturer's liability as 
affected by the plaintiff's allergy to the product involved. (See note, 121 


A. L. R. 464, at p. 466. ) 
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Reported cases are even relatively scarce on the subject of implied 
warranty by a retailer of cosmetics. (See note, 131 A. L. R. 123.) 


On the general subject of the manufacturer's liability for negligence 
causing injury to the person or damage to the property of the ultimate 
consumer or user, an excellent and comprehensive note is to be found 


in 164 A. L. R., at pp. 569-602. (See also 24 Va. L. Rev. 134-158.) 


We ourselves see no sound logical distinction between the poison- 
ous food, dye, drug, or cosmetic cases, as far as the legal principles in- 
volved are concerned. The same principles of law should, and we believe, 
do govern whether a: noxious thing be taken internally or applied ex- 
ternally, with resultant bad effects. (Barrett v. S. S. Kresge Co., 144 
Pa. St. 516, 19 A. (2d) 502.) 


Sources of Additional Material 


For that reason, we recommend to the reader the scholarly and 
authoritative articles of Bradshaw Mintener, Esq., in the March 1946 
and March 1947 issues of this Quarterly, and the article entitled “Han- 
dling Food Products Liability Cases" by Messrs. James M. Guiher and 
Stanley C. Morris in the March 1946 issue. 


Among the many other texts to which the reader interested in fur- 
ther research may wish to refer are the CCH Food Drug Cosmetic Law 
Reports, Restatement of the Law of Torts (A. L. L., Vol. 2, Chap. 14), 
Uniform Laws Annotated, Vol. 1. (Sales Act), 38 American Jurisprud- 
ence (‘Negligence’), 46 American Jurisprudence (‘Sales’), R. C. L., 
etc. 

Settlement in Product Liability Cases 


Returning now to our personable plaintiff's claimed allergy, we 
think, in the light of recent legal trends, that, stimulating though the 
lady may be to the eye, she is apt to be a most dangerous adversary in 
a court of law. 

We are not quite sure that we agree with the slogan “Millions 
for defense, but not a cent for tribute,”’ as applied to these cases. 

After some modest experience in defending perfume manufac- 
turers against claims like “Miss Smith's,” we have concluded that the 


majority of such plaintiffs are under the impression that they have a 
just cause of action. Our approach has been one of stern scrutiny, 
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opposing baseless or faked claims to the limit, but willingness to settle 
for modest sums cases wherein we concluded the plaintiff could make 
out a prima facie jury case or which we felt would be disproportionately 
expensive adequately to prepare and try. 


We believe it better practice for defendants in cosmetics product 
liability cases to make small settlements in apparently meritorious cases 
and carry on to the bitter end in defending “hold-up” or “strike” cases. 


Empirically, our opinion is that many cosmetics defense attorneys 
follow the same tactics, and, to a great extent, that is why so few of these 
actions are reported in the books. 


No study of cosmetics “allergy” cases could be complete without 
reference to the “‘poisonous dye” cases related to wearing apparel, or 
even X-ray allergy cases. (See notes, 13 A. L. R. 1417; 26 A. L. R. 734; 
57 A. L. R. 274.) 


It is very easy to deliver oneself of trite legal text-book rules; but 
after an intensive study of the authorities, we quite agree with the note 
writer ‘“P. M. D.,”” who writes concerning these cosmetics “allergy” 
cases: 


“The circumstances of the case, of course, are an all-important factor, and the 
weight of any particular case as authority should be determined accordingly.” (121 


A. L. R. 466.) 
“Cosmetics Allergy” Cases 


By ‘trite’ legal rules, we intend no reflection upon the learned 
judges, teachers, and writers who utter them. Such rules are helpful as 
guides; but in “cosmetics allergy” cases, we have found such rules un- 
satisfactory in practice, with a possible tendency to lull defense attorneys 
into a false sense of security and an unwarranted confidence in the 
successful outcome of their client's cause without undue effort, prepara- 
tion or expense. 


The types of rules we refer to are the following: 


(a) “The law appears to be that if an article, such as a lipstick, 
can be used by any normal person without harm and injury is sustained 
by the purchaser only because of a supersensitive skin, there is no 
breach of the implied warranty of reasonable fitness of the article for 
personal use.” (Cicarelli v. Lipshetz (1940), 8 Conn. Sup. 526. ) 
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(b) “Before the plaintiff may recover (against the manufacturer 
of a hair dye) she must show, first, that the injury to the finger resulted 
from contact with the chemical product manufactured by the defendant; 
second, that the chemical product was inherently dangerous and poison- 
ous; and third, that the defendant was negligent in putting upon the 
market a dangerous and poisonous product.” (Karr v. Inecto, Inc., 247 


N. Y. 360, 160 N. E. 398.) 


(c) (In action against retailer) “The burden, however, was upon 
the plaintiff to prove that the cream was unfit for use by a normal 
person. She could not prevail by showing that it was merely unfit for 
use by one who was constitutionally unable to use cold creams because 
of a supersensitive skin.” (Graham v. Jordan Marsh Co., 319 Mass. 
690, 67 N. E. (2d) 404. See also, Carter v. Yardley & Co. Ltd., 319 
Mass. 92, 64 N. E. (2d) 693.) 


Our contention is that such rules may not be relied upon too literally 
by defense attorneys. 


Evidence of Contents of Product 


Each case depends upon its own particular facts and most judges 
will permit ““Miss Smith" to go to the jury if she has but a modicum 
of evidence to sustain her claim. 


According to some recent cases, the plaintiff is under no obligation 
to present a chemical analysis of the product involved. Carter v. Yard- 
ley & Co., Ltd., supra; Graham v. Jordan Marsh Co., supra; Petzold v. 
Roux Laboratories, Inc., 256 N. Y. App. Div. 1096; 11 N. Y.S. (2d) 565; 
Cahill v. Inecto, Inc., 208 N. Y. App. Div. 191, 203 N. Y. S. 1; Kuriss 
v. Conrad & Co., Inc., 312 Mass. 670. 


Of course, if a plaintiff can have shown by chemists that the product 
contains dangerous or poisonous elements, her case thereby becomes 
much stronger. Bianchi v. Denholm & McKay Co., 302 Mass. 469, 19 
N. E. (2d) 697; Reynolds v. Sun Ray Drug Co., (N. J.) 52 A. (2d) 666 
[CCH Food Drug Cosmetic Law Reports § 22,110]; Rogiers v. Gilchrist 
Co., 312 Mass. 514, 45 N. E. (2d) 744; Zirpola v. Adam Hat Stores, 
Inc., 122 N. J. L. 21; 4 A. (2d) 73; Flynn v. Bedell Co. of Massachu- 
setts, 242 Mass. 450, 136 N. E. 252, 27 A. L. R. 1504; Bundy v. Ey-Teb, 
Inc., 160 N. Y. Misc. 325, 289 N. Y. S. 905; Smith v. Burdine’s Inc., 
144 Fla. 500, 198 So. 223. 
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By the same token, we urge defendants in all such cases to defend 
the integrity of their products with the aid of expert chemists and by 
every other type of evidence or relevant proof which they can conjure 
up in order to convince the jury that the defendants are entitled to a 
dismissal of the plaintiff's case. (See Brown v. Ogilvie, 213 N. Y. App. 
Div. 881, 209 N. Y. S. 802; Carter v. Yardley & Co. Ltd., supra, where 
the defendant's own evidence showed that the defendant itself did not 
know all the ingredients of the perfume, nor the proportions of the 
several ingredients. ) 


Secret formulae need not be disclosed by the manufacturer. Drake 
v. Herrman et al., 261 N. Y. 414, 185 N. E. 685. 


Amount of Evidence Required Varies 


Nowadays, at least in some courts, it takes very little evidence in 
these cases to make out a prima facie jury case for the plaintiff. In one 
case, where there was no evidence whether the plaintiff was or was not 
a person whose skin was only normally sensitive to infection or irritation, 
the Court wrote: 


“The question is presented whether in the absence of evidence the jury could 
find her (the plaintiff) normal in this respect. * * * We think it could be found 
that the plaintiff was no more than normally susceptible to infection or irritation of 
the skin, and that she suffered damage because of a breach on an implied warranty 
of fitness made by the defendant.” Payne v. R. H. White Co., 314 Mass. 63, 66; 49 
N.E. (2d) 425. Kurriss v. Conrad & Co., Inc., supra. 


In a later Massachusetts case (Graham v. Jordan Marsh Co., 
supra), it is again indicated that very little evidence need be given in 
such cases to permit plaintiff to go to the jury. That case goes even so 
far as to say (p. 693 et seq.): 


“If the testimony of her (plaintiff's) physician that she was suffering from an 
allergic dermatitis indicates that her skin was unusually susceptible to cold cream, the 
plaintiff was not necessarily bound by his testimony although she called him as 
a witness. 


‘‘** _ 2 


“The jury could disregard his testimony and adopt as true the testimony of the 
plaintiff that there was nothing wrong with her skin when she purchased this jar of 
cold cream and that she had previously used cold cream, which use, so far as anything 
appears in this record, was not atttended by any ill effects, and draw the inference 
that her skin was normal” (citing cases). 


The Graham case should be compared with Bradt v. Hollaway, 
242 Mass. 446, where the plaintiff lost because she produced no analysis 
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of the dye and her own medical expert testified to her peculiarly hyper- 
sensitive skin. 


However, even if the plaintiff's testimony be uncontroverted, it is 
error for a trial judge to instruct the jury that such testimony “not being 
denied, if not inherently improbable, if reasonably and normally true, 
it must be accepted as true because it is not denied.’ Wise v. Hirestra 


Laboratories, Inc., 262 N. Y. App. Div. 147, 28 N. Y. S. (2d) 382. 


Among the cases where plaintiff succeeded, we group the following: 
* Bianchi v. Denholm & McKay Co. (face powder) 302 Mass. 469, 19 
N. E. (2d) 697; * Flynn v. Bedell Co. of Massachusetts (fur dye) 242 
Mass. 450, 136 N. E. 252; * Reynolds v. Sun Ray Drug Co. (lipstick) 
(N. J.) 52 A. (2d) 666 [CCH Food Drug Cosmetic Law Reports 
€ 22,110]; Zirpola v. Adam Hat Stores, Inc. (hat dye) 122 N. J. L. 21, 
4 A. (2d) 73; * Smith v. Burdine’s, Inc. (lipstick) 144 Fla. 500, 198 
So. 223; * Cahill v. Inecto, Inc. (hair dye) 208 N. Y. App. Div. 191, 
203 N. Y. S. 1; * Carter v. Yardley & Co., Ltd. (perfume) 319 Mass. 
92, 64 N. E. (2d) 693; * Graham v. Jordan Marsh Co. (cold cream) 
319 Mass. 690, 67 N. E. (2d) 404; * Payne v. R. H. White Co. (dye 
of dress) 314 Mass. 63, 49 N. E. (2d) 425; Bundy v. Ey-Teb., Inc. 
(eyebrow and eyelash dye) 160 N. Y. Misc. 325, 289 N. Y. S. 905; 
Maher v. Clairol, Inc. (hair dye) 263 N. Y. App. Div. 848, 31 N. Y. S. 
(2d) 751; Petzold v. Roux Laboratories (hair dye) 256 N. Y. App. 
Div. 1096, 11 N. Y. S. (2d) 565; * Smith v. Denholm & McKay Co. 
(depilatory ) 288 Mass. 234; * Rogiers v. Gilchrist Co. (dress dye) 312 
Mass. 514, 45 N. E. (2d) 744; * Kuriss v. Conrad & Co., Inc. (dress 
dye ) 312 Mass. 670. 


Among the cases where the defendants prevailed, we find: * Bar- 
rett v. S. S. Kresge Co. (dress dye) 144 Pa. St. 516, 19 A. (2d) 502; 
* Stanton v. Sears Roebuck & Co. (dress dye) 312 Ill. App. 496. 38 
N. E. (2d) 801; * Ross v. Porteous, Mitchell & Braun Co. (dress shield 
dye) 136 Me. 118, 3 A. (2d) 650; * Bradt v. Hollaway (fur scarf dye) 
242 Mass. 446, 136 N. E. 254; * Karr v. Inecto, Inc. (hair dye) 247 
N. Y. 360, 160 N. E. 398; * Zager v. F. W. Woolworth Co. (freckle 
cream) 30 Cal. App. (2d) 324, 86 Pac. (2d) 389; * Cicarelli v. Lipshetz 
(lipstick) 8 Conn. Sup. 526; * Elizabeth Arden, Inc. v. Brown (suntan 
oil) 107 Fed. (2d) 938; Wise v. Hirestra Laboratories (face cream) 





* Asterisks denote cases where plaintiff's ‘‘allergy’’ was involved and/or discussed. 
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262 N. Y. App. Div. 147, 28 N. Y. S. (2d) 382; Kemp} v. Zotos Cor- 
poration (permanent wave article) 261 N. Y. App. Div. 821; 24 N. Y.S. 
(2d) 485; Beckett v. F. W. Woolworth Co. (mascara) 376 Ill. 470, 34 
N. E. (2d) 427; Idzykowski v. Jordan Marsh Co. (dress dye) 279 
Mass. 163, 181 N. E. 172; Walstrom Optical Co. v. Miller (dye on eye- 
glass frames) (Tex. Civ. App.) 59 S. W. (2d) 895. 


Injuries Due to Defects in Containers 


In Haller v. Rudmann, 249 N. Y. App. Div. 831, 292 N. Y. S. 
138, the plaintiff sued the retail druggist from whom she had bought a 
bottle of alcohol. In removing the cap, she cut her finger on a defective 
thread of the glass bottle. The opinion of the court was to the effect 
that the bottle was just as much a part of the sale as the contents and 
that the statutory provisions defining the seller's liability for breach of 
warranty were applicable to the container with a latent defect. 


In Poplar v. Bourjois, Inc., 272 N. Y. App. Div. 74, 69 N. Y. S. 
(2d) 252 [CCH Food Drug Cosmetic Law Reports § 22,108], plaintiff 
wife pricked her finger on the point of a metal star which decorated 
a box of cosmetics. As a result, her finger had to be amputated. It was 
held that the result of the woman's pricking her finger was so unusual 
and extraordinary that the cosmetics manufacturer could not reasonably 
have anticipated it. 


Among other container cases, reference is made to: Poplar v. 
Hochschild, Kohn & Co., 24 A. (2d) 783; Cullem v. Remken Dairy Co., 
247 N. Y. App. Div. 742; Crandall v. Stop and Shop, Inc., 6 N. E. (2d) 
685; Cooper v. Newman, 11 N. Y.S. (2d) 319. 


Liability seems to depend upon whether or not the injurious conse- 
quences constituted a risk which a reasonably careful and prudent per- 
son would ordinarily have anticipated and guarded against. Poplar v. 
Bourjois, Inc., supra, at page 75. 


Defense of “ Allergy” 


To return to our “allergy” cases, one note writer (Wm. D. Chap- 
pers) has said (19 Boston University Law Rev., 501, at p. 502): 


“It appears that three elements are necessary to the establishment of the defense 
of ‘allergy’ in such cases: (1) the absence in the given article of any substance or 
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defect injurious to the normal person; (2) the constitutional inability peculiar or 
unique to the plaintiff with respect to the use of the given article; and (3) the seller's 
ignorance of the buyer's constitutional peculiarity.” 


Referring to the Bianchi v. Denholm & McKay Co. case (302 
Mass. 469, 19 N. E. (2d) 697), where the buyer of face powder suc- 
ceeded against her retail seller on the ground of breach of implied 
warranty of fitness, the note writer remarks: 

“The defendant did not in any way indicate the size of this class (of allergic 
persons); but was content with showing only that ‘some’ persons were allergic.” 

Apparently, even if a seller or manufacturer proves that only a very 
small percentage (4 or 5 per cent) of the users of the article involved 
would be allergic thereto, and that plaintiff falls within that small pro- 
portion, the defense of “allergy” fails. Zirpola v. Adam Hat Stores, 
Inc., 122 N. J. L. 21, 4 A. (2d) 73; Reynolds v. Sun Ray Drug Co. 
(N. J.) 52 A. (2d) 666 [CCH Food Drug Cosmetic Law Reports 
€ 22,110]; Bianchi v. Denholm & McKay Co., 302 Mass. 469, 19 N. E. 
(2d) 697; Carter v. Yardley & Co., Ltd., 319 Mass. 92, 64 N. E. (2d) 
693; 121 A. L. R. 464,n., at p. 465. 

We claim that such a rule comes pretty close to making the seller 
or manufacturer of cosmetics an insurer that the product involved will 
not harm even an allergic person. Our contention is that such a rule is 
unduly harsh and indefensible upon principle. 


Conclusion 


In concluding, we admonish the greatest care in preparing the 
defense of these cases. We suggest the following: 


(1) Examine the plaintiff physically to test her for allergy, where 
permissible (See Section 306, N. Y. Civil Practice Act). 

(2) But by all means try to show that the product itself contains 
nothing dangerous, poisonous or otherwise deleterious, both by chemists 
and in every other reasonable way conceivable, in order to convince the 
triers of the fact that only the plaintiff, of all the people in the world, 
and solely because of her individual constitutional peculiarity and sus- 
ceptibility, could have suffered injuries as a result of using the article. 

(3) Do not underrate the plaintiff's case. Those happy days of 
sitting back and confidently awaiting the moment to move for a non- 
suit at the close of the plaintiff's case are pretty much gone for good. 


Let the cosmetics trade beware! [The End] 
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Anti-Vivisection Propaganda 
Handicaps Science 


JosepH W. E. HArrison, Sc. D.* 





Then come those humbler men of heart 
With no completed scheme, 
Content to play a modest part, 
To test, observe, and dream. 


Till out of chaos come in sight 
Clear fragments of a Whole; 

Man, learning Nature's ways aright, 
Obeying, can control. 


taxes and private funds wage relentless investigations to halt 

the enormous loss of life and reduce suffering from yet uncon- 
trolled diseases, they are handicapped by the persistent snapping and 
sapping of the anti-vivisectionists. In some measure, nearly every medical 
advance of recent years depends upon observations made by the aid of 
animals. The obtaining of such animals entails a considerable expense 
and is oftentimes made-difficult by the destructive policies of the anti- 
vivisectionists. Though besmirching the intentions and value of research 
upon animals because of inhumaneness, anti-vivisectionists well know 
public policy demands the collection and poisoning of hundreds of 
thousands of stray animals annually. 


W5 ares RESEARCH LABORATORIES supported by gifts, 





* The author is director of LaWall and Harrisson, Consulting Laboratories, Phila- 
delphia, Pennsylvania. 

1A History of Medicine, 3rd Edition, Sir William Cecil Dampier, by permission Cam- 
bridge Univ. Press, England, The MacMillan Co., Publishers, New York. 
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History of the Anti-Vivisectionists 


Anti-vivisectionists are a militant organization founded first in Eng- 
land in 1875, under the name of The British Union for the Abolition 
of Vivisection. The American Anti-Vivisection Society was organized 
in 1883, and now maintains an office in Philadelphia. This organization 
has apparently kept close contact with the British equivalent. 


A more recently organized group centers in Chicago under the 
banner of the National Anti-Vivisection Society. Anti-vivisection soci- 
eties should not be confused with humane societies, many of which were 
founded in earlier years, though individuals will be found as members 
of both organizations. Unfortunately for man and animals, anti-vivisec- 
tionists control the policies and actions of many humane societies. They 
have become heirs to the funds of these humane societies and the powers 
granted by numerous legislatures to these originally well-purposed or- 
ganizations. The British Society publishes a militant monthly pamphlet 
“The Abolishionist,"” while the national organ of the American group is 
“The A-V" (formerly the Starry Cross). There are numerous local 
affiliated societies of the two national organizations, many of which pub- 
lish periodicals at more or less regular intervals. Anti-vivisectionists are 
essentially “cultists” with a firm but confusing belief in the uselessness 
of medical research if it in any manner depends upon animal life. To 
maintain the true position of an anti-vivisectionist, one must be a crunch- 
ing vegetarian, and in fact some of their literature blames the tortures of 
man upon his use of animal food: “Examination of the human being has 
shown that the intake of meat causes harmless germs, which normally 
inhabit the intestinal tract, to become harmful germs. All animal food 
taken into a human being causes more or less putrefaction.” Other mem- 
bers whose stomachs control their ethics see no question of morals in the 
enjoyment of animal meat. The pig trussed by his heel and then with 
throat cut and sent, while yet squealing into the bath of live steam, evokes 
no pity. Beef, lambs, and fowl, whether “stuck” or “brain pierced” all 
produce gastronomically comforting foods whether for the anti-vivisec- 
tionists or those who believe that animals were created for the use of man. 


The legislative pressure of the anti-vivisectionist has been sporadic 
in some areas, no doubt due to the lack of funds, but in other com- 
munities where their finances have been more lush they have repeatedly 
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sponsored legislation. The recurrence of this is assisted by journalistic 
pressure from at least a portion of the national press. The ability of 
some of the press to deal in innuendo and as well carry water on both 
shoulders is remarkable. A special article writer, whose name captioned 
most of the stories about the evils of vivisection during this 1947 campaign, 
was in the same week equally enthused about a new anesthetic for use 
in childbirth. He failed to inform his readers that this advance in 
medical science was no doubt due to medical research based upon animal 
experimentation. 


The fallacy of permitting this vociferous group to make life un- 
pleasant for the already mentally and financially burdened medical 
scientist became so evident that a movement was initiated to present 
the true facts to the public. At the 1944 Detroit meeting of the Associa- 
tion of American Medical Colleges, a committee was appointed to 
consider the sponsorship by the Association of an organization to conduct 
a national educational program on the subect of animal experimentation. 
As a result of this consideration, the National Society for Medical Re- 
search * was incorporated “‘to inform the public regarding the necessity, 
humane character and accomplishments of animal experimentation.’ 


The avid desire of the public to be truthfully informed on the subject 
is measured by the accomplishments of the newly formed Society within 
its few months of existence. Excellent informative articles have appeared 
in many national magazines, Readers’ Digest, Harper's, Collier's, Look, 
Saturday Evening Post, Life and others, as well as radio network broad- 
casts, cartoons and stories in the daily press, directly or indirectly the 
result of the Society's activities. This publicity aroused a storm of appre- 
ciative interest and enabled medical scientists, backed by an informed 
public, to acquaint legislators with the actual facts and the desire of their 
constituents in regard to proposed anti-vivisection legislation. 


With mousy attitude, the anti-vivisectionist knowingly does not 
practice what he preaches—when ill, he seeks comfort at the hands of the 
most competent medical care available, gladly accepting the fruits of 
animal research. Inhumanely he attempts to deny to others relief that 
may develop through such research in the future, by demanding the pur- 





2 National Society for Medical Research, 25 East Washington Street, Chicago 2, 


Illinois. 
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poseless destruction of animals by the thousand without benefit to man 


or animal. 
Destruction of Animals 


Possibly the measure of judgment is different. Perchance it is less 
cruel to permit the destruction of hundreds of thousands of animals to 
avoid the necessity of feeding and caring for them, than it is to house 
carefully and feed a small proportion of these animals that humans and 
other animals may through advanced knowledge have more quiet and 
useful lives. 

In railing on the ethical and moral issue of employing for research 
purposes any animal, be it dog, cat, rat or mouse, anti-vivisectionists are 
ominously quiet in regard to their obligation to sustain the lives of those 
animals which are destroyed in pounds, if the maintenance of life of all 
species is a moral obligation. 

The necessary but futile destruction of these animals is enormous— 
millions annually as reflected by the available data of two eastern cities 


(TableI). 
Table I 


Animals Annually Collected and Destroyed in Two Eastern Cities 


New York * 





Total Placed Destroyedt % Destroyed 

Dogs 59,552 4,442 55,110 92.5% 

Cats 155,124 395 154,729 99.7% 

Total 214,676 4,837 209,839 97.7% 
Philadelphia F 

Dogs 28,936 7,409 21,527 74.1% 

Cats 47,185 627 46,558 98.7% 

Total 76,121 8,036 68,085 89.3% 
Both Cities 

Dogs 88,488 11,851 76,537 86.5% 

Cats 202,309 1,022 201,287 99.5% 


There is no direct means of measuring the dollar load that is saddled 
on taxpayers or the ill who must purchase medicine. But the estimated 
value of nearly four million animals destroyed annually is over 


$15,000,000. One Federal department alone pays upwards of $3.50 





* One reporting agency. 
+ Three reporting agencies. 
t Includes injured or ill animals. 
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per cat; dogs command a price of $7.50 to $15.00 each. These are moneys 
of the public that are spent, and, in addition, the public pays towards 
the support of city pounds or other agencies which must exist as public 
health measures. Furthermore, many states pay bounties of $1.00 or 
$2.00 for each pair of dog ears—a farm protective measure to reduce the 
number of casualties among sheep and other farm stock. 


Probably no less than four million animals are futilely destroyed 
annually, their carcasses made into soap or fertilizer, or cremated. This 
is service to humanity while thousands of suffering patients in hospitals 
await the day when medicine may advance sufficiently to give them 
alleviation. Every investigation is handicapped—animals are difficult 
to obtain, and, when available, the cost is so great that a serious drain 
is placed on research budgets. 


The majority of destroyed animals are poisoned by asphyxiation 
with the exhaust fumes of gasoline engines. Some are killed immediately 
in lethal chambers built in the collecting vehicle. It is, in these instances, 
grab—and into the gas chamber. If the door is opened too soon or too 
frequently for other victims, the previous animals have a good opportunity 
to recover partially. Lethal gas chambers are constructed for their 
efficiency as mass destroyers of animal life—but not always do they work 
efficiently, nor are they always maintained in repair. Agencies that 
assume the responsibility of controlling the public health hazard of these 
thousands of animals do not always find their path one of ease; their 
troubles in some areas are numerous, mostly because of lack of funds 
and intelligent personnel. 


“Several lethal chambers inspected were badly constructed leaky affairs, with 
the result that too long a period elapses before an animal becomes unconscious and 


dies." 

Does an animal any more than a human placidly accede to its 
forceful asphyxiation—especially by choking fume laden exhaust engine 
gas? 

“Furthermore, provision must be made for giving the proper instructions in the 
use of the needle, shooting and other humane methods of eliminating unwanted 
animals.’’$ 

The multitudinous unwanted animal population necessitates a con- 
trolling means; otherwise both urban or rural regions would soon be over- 
whelmed with leprous appearing animals existing upon gutter filth and 





* National Humane Review 25, 2, 4 (1947 Feb.). 
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forever fighting over a scrap of food as in eastern countries. In areas not 
served by organized groups, destruction of animals becomes a police duty. 

“The police patrol the streets and shoot all dogs encountered, pure bred as well 
as mongrels, owned or unowned. In a * * * city the chief of police stated that one 
of his men shot as many as 60 dogs in one night.’ 

Means of animal disposal have varied over the years, drowning at 
one time being an accepted procedure until the efficiency and ease of 
the gas chamber became appreciated. 

Typical directions for drowning appeared some years ago in the 
journal of a leading anti-vivisection society. 


“Drown the puppies and thereby cheat the murderous animal trainers and even 
more murderous vivisectors who are nothing but a pack of degenerates, physical 
cowards and professional charlatans, humbugs and liars. For the dogs they have 
tortured to death they have yet to show a single discovery that has been of the 
slightest benefit to mankind. 

“* * * Roll up the puppies (or kittens) in an old rag along side some weight 
Fasten the bundle securely and drop into a bucket of luke warm water, let stay’ there 
about one half hour—or you may bring them to the Dog Shelter * * * and we will 
drown them for you.” 

Thus humane societies are confronted with an ever increasing prob- 
lem of caring for or disposing of unwanted animals. These difficulties are 
frequently magnified by militant local opposition. 


“In Atlanta an ordinance requiring all dogs to be leashed when off the owners’ 
premises was passed by the city commission over the vigorous protest of self styled 
dog lovers, although some 24,000 dead dogs are gathered from the streets every year 
by the City Waste Division.” * 


Legislation 

Anti-vivisectionists have consistently sponsored legislation that 
would prohibit the employment of animals for medical research, and 
have actively pressed this latter upon Congress and state legislatures. In 
this they have been supported by many humane societies which are prob- 
ably under their control. The introduction of House Bill 491 in the First 
Session of the Seventy-ninth Congress marked the fiftieth year of this 
national activity. House Bill 491 would have prohibited in the District 
of Columbia “Any person to experiment or operate in any manner what- 
soever upon a living dog for any purpose other than the healing or curing 
of said dog.” * This quoted section is important, for it serves to illustrate 
the naiveness of the anti-vivisectionists. At the hearing before the Com- 


3 National Humane Review 25, 2, 4 (1947 Feb.). 
* Hearings on House Bill 5572, February 28-March 1, 1946, Seventy-ninth Congress. 
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mittee on the District of Columbia of the Second Session of the Seventy- 
ninth Congress, Representative Lemke requested and obtained permission 
as one of the sponsors of anti-vivisection legislation to substitute House 
Bill 5572 for House Bill 491. This was granted—careful reading of this 
new proposed measure discloses a most practical difference, at least to 
the dog for whom it purported to mean much. “It shall be a misdemeanor 
for any person to experiment or operate in any manner whatsoever upon 
any living dog for any purpose, except operations normally for the con- 
venience of the owner and the welfare or curing said dog.” * (Italics ours. ) 


Canines may conveniently have their testicles pinched off, their 
ovaries removed, their tails snipped, or their ears lobed. That is not vivi- 
section—if it is for the convenience of the owner. This ‘tongue in cheek’’ 
policy of the anti-vivisectionists, supported by the lack of knowledge 
on the part of the general public as to what medical research has accom- 
plished for the advancement of health and life of both animals and 
man, has added considerably to the difficulties of medical schools and 


research organizations. 


Even Representative Lemke, who introduced the legislation, ad- 
mitted that his information was meager: ‘I am sure that we all agree 
that dogs are not to be vivisected unless there is a good reason and logic 
for it. I do not know whether any good has come of it or ever will come 
from vivisection.” He naively suggested that House Bill 5572 with his 
“slight amendment,” “for the convenience of the owner,” “does not affect 
the substance of the bill in any way.” * Dogs which are to be protected 
would certainly be interested in learning that losing their reproductive 
organs constitutes a “slight amendment” —it is more in the nature of an 
important alteration. 


This attempt (and others) to legislate solely for the dog is not borne 
out of generosity, but is rather a political demarche. Anti-vivisectionists, 
having futilely endeavored to obtain a universal ban covering all animals, 
have concentrated their efforts towards the passage of dog protection 
acts. Assympathy is most easily aroused for dogs, the anti-vivisectionists 
adopt the practical approach—get an opening wedge—forbid the use of 
dogs. Then by amendments, they can gradully influence the enactment 
of legislation forbidding all usage of animals. 


* Hearings on House Bill 5572, February 28—March 1, 1946, Seventy-ninth Congress. 
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Proponents of anti-vivisection legislation consistently praise the 
British law that makes it necessary for medical research investigators to 
obtain permits. This legislation was passed in 1876 and is titled “Cruelty 
to Animals Act,”’ and was followed later by the “Protection of Animals 
Act 1911" which provided, “Nothing in this section shall render illegal 
any act lawfully done under the Cruelty to Animals Act 1876.” 


The British do not in any way or sense forbid the use of animals for 
research, but merely make it necessary to apply for a permit to conduct 
such investigations. The quality of the British Act, so widely praised by 
American anti-vivisectionists, is not held in esteem by their English 
contemporaries with whom they work in close harmony. American 
anti-vivisectionists are fully aware that there is no prohibition in Britain 
of medical research e:nploying animals. They infer that England has 
made tremendous advances in medicine without the aid of animal re- 
search. In the last available British report there were 2113 licensees 
(including 598 inactive) located at 368 establishments. Of these, 322 
licensees conducted 179,000 experiments for governmental or other health 
authorities, and 117 licensees, 346,000 experiments for the preparation 
or testing of antitoxic serum or vaccines, or the standardization or testing 
of drugs. The total number of experiments conducted in Britain is given 
as 918,960 during the year reported. Actually, under American methods 
of conducting tests (experiments), this number would be but a fraction 
of the total, for the English in their system of accounting include the use 
of each individual animal as an experiment, and any repeated observation 
upon that animal as an additional experiment. In a left handed manner 
the Abolishionist Monthly British Union for Abolition of Vivisection, 
comments: “The average number of experiments performed during the 
year by each of 1,515 vivisectionists, was 606. This number has a familiar 
sound, as one of the remedies derived from vivisection is known as 606.” 
We pause to consider whether any person, fully acquainted with the end 
result and infected with the whirling corkscrew of syphilis, would refuse 
the cure or alleviation of 606 or of any other anti-syphilitic. 


State Controls 


No state in our Union permits purposeless cruelty towards animals, 
all having enacted general anti-cruelty legislation. Some legislatures, 
fearful of the misinterpretation that might be placed upon these acts, 
have specifically exempted medical research; other states forbid the use 
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of live animals for teaching purposes in public schools, the most advanced 
legislative action having been taken at the last session of the Legislatures 
of New York and Michigan. 


Table II * and brief abstracts detail the control exercised by the 
several states. 


Brief Abstracts of Applicable Law ° 


Alabama, Arizona, Arkansas, Colorado, Connecticut, Delaware, 
Florida, Georgia, Indiana, lowa, Kansas, Kentucky, Louisiana, Maryland, 
Minnesota, Mississippi, Montana, New Hampshire, New Mexico, North 
Carolina, North Dakota, Ohio, Oregon, Rhode Island, South Carolina, 
Tennessee, Utah, Vermont, Virginia, West Virginia, Wyoming.—All 
have generai laws relating to the cruel treatment of animals. 

California.— Properly conducted scientific experiments under au- 
thority of faculty of regularly incorporated medical college or university 
are exempt. 

Idaho.—As under California. 

Illinois. — No experiments upon living animals in any public schools. 
Dogs or cats cannot be killed for such purpose for public school use. 

Maine.—No person in any school supported in whole or part by 
public money shall practice vivisection or experiment upon any living 
animal or exhibit an animal that has been vivisected. 

Massachusetts.— No person in any public school shall practice vivi- 
section or exhibit a vivisected animal. Dissection of dead animals per- 
mitted in regular study classes only. 

Michigan.—Specific act providing for the creation of an advisory 
committee which in conjunction with the State Commissioner of Health 
will issue rules and regulations and register those employing animals 
for scientific purposes. (See page 420. ) 

Missouri.—Exempts scientific experiments or investigations. 

Nebraska.—Exempts scientific experiments or use of animals for 
manufacturing sera or virus. 

Nevada.—Exempts scientific or physiologic experiments conducted 
for advancement of science or medicine. 

5 Table (p. 417) and abstracts compiled from data in Hearings on House Bill 5572, 
February 28-March 1, 1946, Seventy-ninth Congress; Bulletin Information, National 


Society for Medical Research, Chicago, Illinois; Recent New York and Michigan Legis- 
lation. 
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Table Il 


STATE LAWS 
General Law Specific Law 
Pertaining Permitting 
State to Cruelty Vivisection 
Alabama Yes No 
Arizona 
Arkansas 
California Yes 
Colorado No 
Connecticut 
Delaware 
Florida 
Georgia 
Idaho Yes 
Illinois No 
Indiana 
Iowa 
Kansas 
Kentucky 
Louisiana 
Maine 
Maryland 
Massachusetts 
Michigan Yes 
Minnesota m No 
Mississippi 
Missouri Yes 
Montana No 
Nebraska , Yes 
Nevada 
New Hampshire ” No 
New Jersey Yes 
New Mexico “ No 
New York Yes 
North Carolina si No 
North Dakota 
Oklahoma 
Ohio 
Oregon 
Pennsylvania Yes 
Rhode Island No 
South Carolina = ‘i 
South Dakota 7 Yes 
Tennessee No 
Texas ; Yes 
Utah ci No 
Vermont * ‘ 
Virginia 
Washington s Yes 
West Virginia ” No 
Wisconsin Yes 
Wyoming ™ No 
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Law Law 
Limiting Forbidding all 
Vivisection Vivisection 


No No 


No 
Yes 


No 


Yes 
No 


Yes 
No 


Yes 
No 


Yes 


No 
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New Jersey.—Exempts properly conducted scientific experiments 
under authority of the State Department of Health. Department may 
authorize experiments by schools maintained by State or Federal Gov- 
ernment, Agriculture Stations, Medical Societies, Universities and Phil- 
anthropical Institutions. Permits are issued by State Health Department. 
Permits may be revoked. 

( Animal research or investigation in private laboratories, private re- 
search institutions or their use by manufacturers of drugs, requiring 
animal testing appears to entail the risk of the Anti-Cruelty Acts. ) 

New York.—Exempts experiments conducted under regulation of 
Department of Health which issues a permit. (See below under Recent 
Legislation. ) 

Oklahoma.— No experiments on any living creature in public schools. 

Pennsylvania.— Forbids issuance of warrants that would authorize 
any officer to enter or search any premise where scientific research work 
is conducted under supervision of trained personnel or where biological 
products are produced. 

South Dakota.—Exempts incorporated medical colleges, University 
of South Dakota and any physician or surgeon licensed in South Dakota. 

Texas.—The Anatomical Board may authorize experiments under 
bond on lower animals by incorporated schools and colleges and indi- 
vidual physicians or surgeons. 

Washington.— Permitted only in medical and dental schools or 
medical or dental departments of a school, prohibited in other schools. 

Wisconsin.— Scientific research exempted. 


Recent Legislation 


Anti-vivisectionists, well organized and with many years of legisla- 
tive experience, pressed their views so forcefully before the New York 
Legislature at its most recent sessions that those interested in protecting 
the advancement of medical science became acutely aware of the lack of 
sound information available to legislators and the public in general. To 
offset this “putsch,”’ the Friends of Medical Research was organized. 
Many prominent men contributed their services to this organization to 
assist in preparing descriptive pamphlets that would effectively tell the 
story of medical advancement through scientific research on animals. 
These pamphlets were distributed in schools and to the general public. 
Interest was aroused to such an extent through this and other means 
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that the New York Legislature, in the spring of 1947, was receptive to 
redefining the applicable section of the then current act. The new New 
York law which became effective July 1, 1947, as well as the new Michi- 
gan Act, may serve as a prototype for other states, and because of their 
immediate interest they are quoted extensively herewith. 

$185. Overdriving, torturing and injuring animals; failing to provide proper 
sustenance. A person who overdrives, overloads, tortures or cruelly beats or un- 
justifiably injures, maims, mutilates or kills any animal, whether wild or tame, and 
whether belonging to himself or to another, or deprives any animal of necessary 
sustenance, food or drink, or neglects or refuses to furnish it such sustenance or drink, 
or causes, procures or permits any animal to be overdriven, overloaded, tortured, 
cruelly beaten, or unjustifiably injured, maimed, mutilated or killed, or to be deprived 
of necessary food or drink, or who wilfully sets on foot, instigates, engages in, or in 
any way furthers any act of cruelty to any animal, or any act tending to produce such 
cruelty, is guilty of a misdemeanor. 

“Nothing herein contained shall be construed to prohibit or interfere with any 
properly conducted scientific tests, experiments or investigations, involving the use 
of living animals, performed or conducted in laboratories or institutions, which are 
approved for these purposes by the state commissioner of health. The state commis- 
sioner of health shall prescribe the rules under which such approvals shall be granted, 
including therein standards regarding the care and treatment of any such animals. Such 
rules shall be published and copies thereof conspicuously posted in each such laboratory 
or institution. The state commissioner of health or his duly authorized representative 
shall have the power to inspect such laboratories or institutions to insure compliance 
with such rules and standards. Each such approval may be revoked at any time for 
failure to comply with such rules and in any case the approval shall be limited to a 
period not exceeding one year.” 


The Division of Laboratories and Research of the New York State 
Department of Health promulgated the rules governing the issuance of 
permits and required that each permittee signify in writing his acceptance. 


“Rules for Approval of Laboratories and Institutions for the Use of Living Animals * 
Promulgated by the Commissioner of Health pursuant to article 16, section 185 
of the Penal Law. 


“1. Purposes for Which Approval May Be Granted. Approval may be granted 
for the use of living animals in properly conducted scientific tests, experiments or 
investigations. 

“2. Eligibility for Approval. Only laboratories or institutions will be approved 
in which the use of living animals for the above purposes will be under the immediate 
supervision of an individual qualified by training and experience to conduct scientific 
work. 

“3. Method of Approval. Approval will be granted only when the applicant has 
demonstrated a need for the use of living animals. Application shall be made on forms 
provided by the State Commissioner of Health. Approval will be granted to a 





* Penal Law, New York, Chapter 408, Section 185, March 26, 1947. 
7 Commissioner of Health, New York, pursuant Article 16, Section 185 of Penal Law 
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laboratory or institution in the name of the person in charge of the work involving the 
use of living animals. The certificate of approval is not transferable and is revoked if 
the individual in whose name approval has been granted shall cease to be in charge. 


“4. Responsibility. The individual whose name appears on the certificate of 
approval shall be responsible for all of the experimentation that involves the use of 
living animals in the designated laboratory or institution. He shall be responsible for 
the care of the animals, the propriety of the procedures used, and the scientific justi- 
fication for the use of animals in experiments, tests, or demonstrations. 


5. Care and Treatment of Animals. (A) Careful consideration shall be given to 
the bodily comfort of such animals. They shall be kindly treated, properly fed and their 
quarters shall be clean, well lighted, and maintained at a proper temperature. (B) 
Any operation likely to cause greater discomfort than that attending anesthetization 
shall not be undertaken until the animal be first rendered incapable of perceiving pain. 
The animal shall be maintained in that condition until the operation is completed. 
(C) At the conclusion of experiments, the animals must be killed painlessly or given 
care to minimize discomfort which is equivalent to that rendered human beings following 
an operation. Exceptions to this rule may be made only when provisions for maximum 
comfort, including anesthesia, would defeat the object of the experiment and then only 
with the express permission of the individual whose name appears on the certificate 
of approval. 


“Effective Date. These rules to be effective July 1, 1947.” 


A strict interpretation of Rule 5 (A) would seem to bar the perform- 
ance of many tests that require diets lacking one or more of the essential 
elements and, in addition, many of those tests which must be carried out 
under special lighting conditions. Practically all vitamin studies as well 
as amino acid nutritional studies would have been prevented. Conse- 
quently, an administrative interpretation by the Commissioner of Health 
was issued covering this point and it is as follows: 


“The question has arisen as to whether or not laboratories using exclusively mice, 
rats and/or guinea pigs for feeding tests only, and without any operative procedures 
being performed on these animals while alive, and with these feeding tests performed 
for the purpose of determining the adequacy of the vitamin or other component content 
of a given food or vitamin product need to be approved for this purpose by the State 
Commissioner of Health in accordance with the 1947, Chapter 408 amendment to 
Section 185 of the Penal Law. 


“I do not believe that such approval is necessary. It seems to me that tests of this 
particular type could not reasonably be construed to comprise ‘torturing and unjustifiably 
injuring animals’ or ‘failing to provide necessary sustenance’. To include such labora- 
tories would result in the expenditure of a large amount of tax funds without, in my 
opinion, contributing to the purpose which the Legislature obviously had in mind in 
passing this law.” 


Michigan, seeking to exert a reasonable control over the use of 
animals yet not handicap scientific investigation and at the same time 
legalize the necessary use of animals, enacted new legislation somewhat 
similar to that of New York. It is as follows: 
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“An Act* to protect the public health and welfare; and to regulate the humane 
use of animals for the diagnosis and treatment of human and animal diseases, the 
advancement of veterinary, dental, medical and biological sciences, and the testing 
and diagnosis, improvement and standardization of laboratory specimens, biologic 
products, pharmaceuticals and drugs. 


“The People of the State of Michigan enact 


“Sec. 1. The public health and welfare depend on the humane use of animals 
for the diagnosis and treatment of human and animal diseases, the advancement of 
veterinary, dental, medical and biological sciences, and the testing and diagnosis, 
improvement and standardization of laboratory specimens, biologic products, pharma- 
ceuticals and drugs. 

“Sec. 2. The state commissioner of health, with the approval of an advisory 
committee appointed by the governor consisting of the dean of the medical school of 
the university of Michigan, the dean of the veterinary department of the Michigan state 
college of agriculture and applied sciences, the dean of the medical school of Wayne 
university, the dean of the dental school of the university of Detroit, the secretary of the 
Michigan board of registration of osteopathy, a representative from a research labora- 
tory within the state of Michigan and subject to the control of the federal security 
agency, and 2 member representatives of the state federated humane society, is hereby 
authorized to regulate and to promulgate rules and regulations controlling the humane 
use of animals for the diagnosis and treatment of human and animal diseases, the 
advancement of veterinary, dental, medical and biological sciences, and the testing and 
diagnosis, improvement and standardization of laboratory specimens, biologic products, 
pharmaceuticals and drugs. Such rules and regulations shall be adopted in conformity 
with the laws of this state.” 

[Sec. 3 refers to compensation of members and expenses. | 

“Sec. 4. The state commissioner of health, or his duly authorized representative, 
or any member of the advisory committee, is hereby authorized to inspect any premises 
or property on or in which animals are kept for experimental purposes, for the purpose 
of investigation of compliance with the rules and regulations adopted hereunder. Such 
regulations shall provide for such humane treatment of animals as is reasonably 
necessary for the purposes of this act. 

“Sec. 5. No person, firm, copartnership, association or corporation shall keep 
or use animals for experimental purposes unless registered to do so by the state 
commissioner of health. The state commissioner of health is hereby required to grant 
registration for the humane use of animals for experimental purposes subject to 
compliance with the rules and regulations promulgated under the provisions of this 
act. The state commissioner of health is authorized to suspend or revoke any registra- 
tion under the provisions of this act for failure to comply with the rules and regulations 
promulgated hereunder. The findings of fact made by the state commissioner of 
health acting within his powers shall, in the absence of fraud or arbitrariness, be 
conclusive, but the circuit court of the county of Ingham shall have power to review 
questions of law involved in any final decision or determination of said commissioner: 
Provided, That application is made by the aggrieved party within 30 days after such 
determination, and the said court shall have jurisdiction to make such orders in respect 
thereto as justice may require.” 


[Sec. 6 refers to appropriation for enforcement. ] 


8’ Public Act 241, Sixty-fourth Legislature, State of Michigan. effective October 11, 1947. 
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Rules and Regulations under the Michigan Act had not been promul- 
gated at the time of this writing. 


Anti-Vivisection Double Talk 


Anti-vivisectionists possess strange beliefs, when measured by the 
progress of medicine, and often, in attempting to bolster their misguided 
efforts, endorse as proof of their position medicaments that actually de- 
pend upon animal research. Their literature, eagerly consumed by those 
who are easiest led by sympathetic pleas, rarely receives the careful judg- 
ment that is essential to determine its truth or falsity. A brief trip into 
the realm of this wild literature is enlightening—all quotations are from 
recently distributed propaganda by anti-vivisection organizations: 

Useless Digitalis 
“One of those most cruel (sic. practices) is the testing of drugs and the so-called 
standardization of various little used concoctions by trial on cats.” 

The aged person who does not need digitalis as a heart support is 
indeed fortunate when various heart diseases outnumber all other causes 
of death. Those whose lives depend upon this most extensively used 
drug must be assured of its reliability. Twelve cats of the 150,000 de- 
stroyed annually in New York will control the wildly beating ventricles 
of 50,000 persons every day for one month. Which is the humane 
answer—the imminent death of many of these humans, or the sacrifice 
of the 12 cats already marked for the fertilizer plant? 


Experiment on Yourself 


“The painless methods of experimenting on yourself are safe and sure.” 


There is no doubt about the “sureness” —two score deaths, the result 
of diethylene glycol in elixir of sulfanilamide, testify to this. Even a minor 
piece of animal research would have proved its unsuitability for use. To 
preach such gospel is to toy criminally with the lives of the uninitiated. 
The subtitle of the pamphlet from which this quotation is taken reads, 
“Time spent in reading this may save your life.” 


Chief Sources of Body Poisons 


“The Health Education and Research Council * * *, an organization of physicians 
who study man * * * has debunked Pasteur and his germ theory. * * * Source of 
poisoning of cancer patients * * * as well as other diseases * * * are 1: Serums and 
Vaccines.” 

But let’s see what the anti-vivisectionists say when they distribute 


literature in suport of the Koch Cancer Cure: 


Page 422 Food Drug Cosmetic Law Quarterly —September, 1947 

















“For his (sic. Dr. Koch's) is not a drastic treatment. * * * It includes an effective 
detoxification program, an excellent dietary regulation, and the administration of an 


antitoxin * * *."’ (Italics ours.) 


And as for debunking germ theory, again from the same piece of 
literature supporting the Koch Cancer Cure: 


“In mastitis the affected cows are useless for dairy purposes and dangerous to 
the health of the community. The infections are ofterf the most fatal strep. and staph. 
known to man. No natural defense, sulfa drugs or other agent will remedy this disease.” 


Those who read carelessly can scarcely be expected to see these 
contradictory statements: 
Cancer 
“We have not one cent of knowledge, for all the millions spent on cancer animal 
research, in the last one and one half centuries.” 
But in support of the Koch treatment: 


“I have spent the last five years in the study and development of this treatment 
in * * * and experimental cancer in animals. * * * I have seen cancer disappear in 
animals and man. * * *"’ 


Animal Experimentation Contributes to Medical Science 


It is trite to review for readers versed in medical science even the 
most outstanding advances, but examples register more forcibly on the 
mind than principles and the uselessness theory of the anti-vivisectionist 
must never be left unanswered. 


Research is not a tool of speed, it rarely evolves the answer to the 
problem immediately. Years often must nurture the thinking. Nearly 
three centuries elapsed after van Leewenhock’s development of the 
microscope before Pasteur made his outstanding contributions. Though 
Francseco Redi, contemporary with van Leewenhock, had shown the 
theory of spontaneous generation of life to be false, this was buried 
under Church controversy—yet Pasteur was supported by church ad- 
vocates on similar facts. Yes, painful years often elapse until the gifted 
imbued with intuition unlock the key, or persistent investigators care- 
fully adding fact upon fact obtain the sum of knowledge necessary. Some 
advancements appeal to the lay interest so strongly that they become the 
subject of national discussion. 


Most recently there has been a pictorial in Life describing the artifi- 
cial or mechanical kidney (p. 425) as developed by Dr. W. J. Kolff and 
now in use at Mt. Sinai Hospital, New York. God gave man the ability 
to function even though he has had considerable of his anatomy removed; 
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thus he can live happily without a lung, a stomach, a gall bladder or a 
goodly portion of his intestinal tract, and with only a part of one kidney. 
But that part of a kidney is indispensable. Ofttimes, rest of an organ 
is the border line between its life and death, and in the practical develop- 
ment of this mechanical kidney science has provided the kidney with a 
resting period. Many years, step by step, by adding a brilliant piece of 
information or a new mechanical development, Doctor Kolff perfected 
this “blood laundry,” for actually it is a blood washing machine. We 
find that the study on this subject was initiated many years ago. In 1914, 
Drs. Abel, Roundtree and Turner described their experiments with a 
vividiffusion apparatus (p. 427). At that time they termed this equip- 
ment an artificial kidney, probably capable of removing poisonous ele- 
ments from the blood stream. It took many years to develop into the 
practical application of Dr. Kolff. 


This is but one of the dramas of surgery. Blaloch and Taussig 
added another when they successfully relieved choking, oxygen starved 
blue babies by rerouting their blood so it passed through their lungs as 
God intended. Nor, without vivisection, would there be tantalum sheaths 
to splice broken nerves, plastic tubes to connect severed arteries, synthetic 
membranes prepared from blood serum to enclose the wounded brain, the 
bronchoscope of Jackson, capturer of lung embedded foreign bodies. 
All of these exist, and human lives have been saved, because of initial 
research upon dogs. 


Less dramatic are the medicinal contributions, though numerically 
as preservers of life they outstrip by far surgical applications. As the 
roll is called we add: Salvarsan “606,” the first synthetic chemical bullet; 
penicillin, and other anti-biotics, from molds, bacteria, and yeasts, always 
tested first for safety on the mouse and the rabbit; antimalarials to replace 
unobtainable quinine and more effective—had they been available on 
Bataan the story might have been different; human blood serum that 
saved thousands of wounded during World War II, the application 
first developed on dogs; anti-anemia preparations, another contribution 


The picture on the right shows Dr. Kolff's Artificial Kidney, 1947, a 
practical working equipment in use at Mt. Sinai Hospital, New York 
City. Photo by Life Photographer, Fritz Goro, copyright by Time, Inc., 
April, 1947. 
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of the dog; vitamin K to protect infants from hemorrhagic deaths, first 
proven on chicks; and no mention has been made of the serums, anti- 
toxins, vaccines, sulfa drugs, or other vitamins. 

Nor have animals failed to benefit; much of the research has been 
directed towards the alleviation or control of their specific diseases. 
Hookworm that has killed thousands of sheep, and dogs as well, is 
treated simply; distemper, the shivering scourge of dogs, is readily pre- 
vented by vaccine or serum therapy; black tongue, rabies, and heart worm 
have each had careful study. The dog is even the recipient of intravenous 
feedings (p. 428) each of which is first tested on the complacent rabbit. 

Laboratory investigation has almost exclusively preceded the more 
recent and startling advances in both surgery, medicine and nutrition. 
Even my lady's boudoir is guarded by—of all things—the rat, the rabbit, 
and the dog. No more blindness nor slothing dermatitis by reason of 
untested cosmetics is likely. 

In our most authentic text, the United States Pharmacopoeia, XIII, 
there are over 600 medicinal products and their preparations. Of these, 
274 either are tested on animals to insure their suitability for use, or were 
originally developed through animal research. 


Do Anti-Vivisection Organizations Justifiably Exist? 
Are anti-vivisection organizations charitable, are they philanthropic, 


do they contribute to the welfare of either animals or man? Can they 
sustain their position on either moral or ethical grounds? 
Conclusions 

1. The public must be efficiently, actively, appropriately and continu- 
ously informed of the nature of benefits they have received by reason of 
research upon animals, and 

2. They should be further informed by a militant program of the 
ambiguity and misstatements of the anti-vivisectionists, of the delay they 
place in the paths of research and of the added tax load that is placed 
upon communities by reason of their activities. 





The picture on the right shows Abel's vividiffusion apparatus, Ex- 
perimental Artificial Kidney of 1914. Vein B, Artery C, Anti-coalgulant 
at Land C. Abel, Roundtree, Turner: Jour. Pharmacol. and Exp. Ther. 
5:275-316 (1914). Reproduced by permission from Outlines of Bio- 
chemistry, by R. A. Gortner, published by John Wiley and Sons. 
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3. To this end the National Society for Medical Research should be 
supported in such manner as the occasion demands, and, further, 

4. Adequate legislation should be fostered that will protect animals 
against,wanton cruelty yet forbid their purposeless destruction, and 

5. There should be legalization of scientific research and investiga- 
tions where animals are essential for this purpose, when under the 
direction of competent personnel, and furthermore, 

6. Pounds, shelters and other receivers of stray animals should be 
required to fill the needs of hospitals, established research institutions, 
medical, pharmaceutical and veterinary schools. [The End] 


- 
| 
be x . 
2 ie RE | a. ye 


‘lac di 


* 
i 
i 
; 

| 


Feeding Intravenous Dextrose Solution by vein in Humane Society 
Animal Hospital. Rabbits first risk their lives to test every lot of this 
material. Photo from 81st Annual Report (1946) American Society for 
the Prevention of Cruelty to Animals. 
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REPORT 


from the Food and Drug Administration 
to the Association of Food and Drug 
Officials of the United States 


Paut B. DuNnBAR 
Commissioner of Food and Drugs 


annual meeting of the Association * to render you a report of 

developments under the Food, Drug, and Cosmetic Act during the 
preceding twelve months. As partners and associates in the work of 
protecting consumers against adulterated and misbranded foods and 
drugs, you are entitled to such a report. 

As a preliminary to preparing this paper, it is always helpful to leaf 
through the pages of the Food and Drug Review to note those items 
which were particularly newsworthy. The first item that calls for notice 
records the exercises commemorating the fortieth anniversary of the 
passage of the Federal Food and Drugs Act of June 30, 1906. It is not 
necessary here to review the papers presented at that meeting. They 
have been published in full and, for those who have not seen the complete 
report, an interesting resumé by R. C. Stanfill, Chief of our Philadelphia 
Station, will be found in the January 1947 Quarterly Bulletin of this 
Association. The outstanding fact of that commemoration was the 
recognition of the importance of this pioneer Federal statute and its suc- 
cessor, the Act of 1938, by the very industries subject to regulation under 
its terms. While the Federal Food and Drugs Act of 1906 was passed 
40 years ago last June and theoretically became effective on January 1, 
1907, enforcement did not, as a matter of fact, get effectively under way 


| VOR THE PAST FEW YEARS, I have taken occasion at this 


* This paper was presented at the meeting of the Association of Food and Drug 
Officials of the United States at Carlsbad, New Mexico, June 16-20, 1947. 
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until June or July 1907 so that today we may properly commemorate 
the fortieth anniversary of the enforcement of the first Federal Food and 
Drugs Act. 

Act of 1906 


There is a decided temptation to indulge in reminiscences of that 
40-year period since my own connection with the Bureau of Chemistry, 
the predecessor of the Food and Drug Administration, began in July 
1907. While our concern is more with the present and the future, I will 
perhaps be forgiven for a brief excursion into the past to review the 
development of our cooperative activities. Such a survey is suggested by 
the observation, which will be evident to any of you who study our 
monthly Review, that every year witnesses progress in the systematization 
and coordination of state, Federal, and municipal activities, even if the 
enactment of uniform state statutes has not moved forward as rapidly as 
some of us may wish. The last twelve numbers of the Review record 
repeated instances in which Federal, state, and local activities have sup- 
plemented and compleniented each other, with the result that in many 
states the consumer has been effectively protected against offenses, par- 
ticularly in the food field, both from interstate and intrastate sources. 
This is especially noteworthy in the coordinated actions taken to prevent 
the use of mineral oil as a substitute for food oils, poisonous preservatives 
like monochloracetic acid, and the distribution of contaminated and filthy 
food products. As will be shown later, there are indications that heavier 
responsibilities will be imposed upon your state and local officers in the 
future than have been borne in the past. 


But first I wish to take a few minutes to record the growth of the 
cooperative program during these 40 years. Most of what I have to say 
is based on personal observations; in part it has been learned from 
conversations with others. As you know, there were in operation a 
number of state laws long before the passage of the Federal Act of 1906. 
The framers of the Federal Act drew heavily on the language of some of 
the state laws. In his pioneering efforts extending over a period of many 
years to obtain Federal legislation, Dr. Wiley had strong and effective 
support from a number of state food officials. There was in existence, 
even prior to the passage of the Act of 1906, a Food Standards Committee 
appointed by the Secretary of Agriculture under authority of Acts of 
Congress approved June 3, 1902, and March 3, 1903, to collaborate with 
the Secretary “to establish standards of purity for food products and to 
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determine what are regarded as adulterations therein.” This committee 
consisted of William Frear of Pennsylvania, Edward H. Jenkins of Con- 
necticut, M. A. Scovell of Kentucky, Henry A. Weber of Ohio, all State 
officials, and Harvey W. Wiley. Its first report, containing an important 
list of advisory food standards, was published as Circular 10 of the Office 
of the Secretary of Agriculture by Secretary of Agriculture James Wilson 
on November 20, 1903. 


The importance of state cooperation was recognized throughout the 
congressional debates preceding the passage of the Federal Act of 1906 
and this recognition was carried into the law itself. Section 5 of the Act 
stated that “it shall be the duty of each District Attorney to whom the 
Secretary of Agriculture shall report any violation of this Act, or to whom 
any health or food or drug officer or agent of any State, Territory, or the 
District of Columbia shall present satisfactory evidence of any such 
violation, to cause appropriate proceedings to be commenced, etc.”’ 

I have been told that before the actual passage of the Act the idea 
prevailed among many state officials that a large part of the enforcement 
operations would be undertaken by state officers who would collect the 
necessary samples and data and report the facts either directly to the 
United States Attorneys or through the Bureau of Chemistry for the 
institution of appropriate Federal action. 


Division of State Cooperation 


Between 1907 and 1912, certain controversial issues developed 
which had the unfortunate effect of dividing state enforcement officers 
into two opposing groups. As a result, during that period cooperative 
relations were somewhat retarded. In 1912, Dr. Carl L. Alsberg became 
Chief of the Bureau of Chemistry. One of the projects he undertook 
was the re-establishment of cooperative relationships with state and local 
enforcement officers. Some time in the late summer of 1912, I was 
directed to arrange the details of a national conference of state food and 
drug law enforcement officers to be called by the Secretary of Agricul- 
ture. I had the interesting task of preparing a program for discussions 
and planning the manifold details of the conference which eventually 
met on November 13 and 14, 1912, in the auditorium of the National 
Museum. It was an inspiring meeting. Thirty-one states were repre- 
sented. There was frank and constructive discussion of ways of bringing 
about coordination of functions and closer cooperation. A recommenda- 
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tion was made for the establishment of an Office of State Cooperation 
in the Bureau of Chemistry and for the reconstitution of a Joint Committee 
on Definitions and Standards. It fell to my lot to undertake the pre- 
liminary work of organizing an Office of State Cooperation and handling 
all correspondence from state officers up to the time of the appointment of 
Mr. J. S. Abbott, Food Commissioner of Texas, in conformity with the 
policy, which has been in effect ever since, of selecting an experienced 
state official as the head of the Office of State Cooperation, now the Divi- 
sion of State Cooperation. Mr. Abbott was succeeded, as you know, 
by the late Walter S. Frisbie, State Chemist of Nebraska, and he in turn 
by W. A. Queen, Associate State Chemist of North Carolina, the present 
incumbent. The Joint Committee on Definitions and Standards was 
organized soon after and was composed of three representatives of the 
Association of Official Agricultural Chemists, Dr. William Frear of 
Pennsylvania, Dr. John Philip Street of Connecticut, Dr. Julius Hortvet of 
Minnesota; three representatives of this Association, Dr. William F. 
Hand of Mississippi, Dr. E. F. Ladd, later Senator from North Dakota, 
and J. S. Abbott of Texas. Representatives of the Bureau of Chemistry 
were Dr. Carl L. Alsberg, Dr. R. L. Emerson, Assistant Chief of the 
Bureau of Chemistry, and Dr. I. K. Phelps. Mr. J. S. Abbott was Secre- 
tary of the Committee. I was designated as Assistant Secretary and 
compiled the minutes of the earlier meetings of the Committee. 


From that day on, the principle of cooperation has grown and ex- 
panded. Commissions are universally issued to state officers. There is 
a mutual and valuable interchange of information and assistance and a 
growing recognition of the advantage of attacking regulatory problems 
systematically and coordinately in accordance with a project plan of 
operations. The Standards Committee functioned in its original form 
until the enactment of the Food, Drug, and Cosmetic Act of 1938, and, 
since that time, in a no less valuable way as an advisory body to give 
preliminary consideration to the need for standards and to suggest in 
broad terms their specifications. Just to complete the record it should be 
stated that the present Standards Committee consists of Dr. W. F. 
Reindollar of Maryland, Mr. Guy G. Frary of South Dakota, Mr. Milton 
P. Duffy of California, and Mr. Edd K. Tucker of Alabama, representing 
the States, and Mr. W. A. Queen, Chief of the Division of State Coopera- 
tion as Chairman, and Dr. W. B. White, Chief of the Food Division as 
representatives of the Food and Drug Administration, with Joseph 
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Callaway, Jr., of the Food and Drug Administration, as Secretary. With 
this background of contact with the cooperative program, I think you will 
understand why I am a supporter and believer in the principle of co- 
operation. 

Appropriation 


But I must hurry on to a review of the more important developments 
of the past year. It is gratifying to be able to report that the appropriation 
committees of both the Senate and the House have shown a keen appre- 
ciation of the importance of effective enforcement of our food and drug 
laws. At a time when many government budgets have been cut, the 
House of Representatives has authorized the same basic appropriation 
received in the present fiscal year. The Senate has approved an increase 
for enforcement operations of approximately $115,000. At the time this 
paper is dictated, the appropriation bill is in conference between the two 
houses. What eventual funds will be made available will depend on the 
action of the Conference Committee, but it is reasonable to suppose that 
the amount finally appropriated will not be less than the House recom- 
mendation. This does not mean, however, that we will be able to maintain 
the current level of enforcement, since costs of operations are mounting, 
but it is our purpose so to adjust our work in accordance with our project 
plan as to attack as always the most vital and important offenses first. 


Adverse Decisions 


After a series of appellate decisions supporting our interpretation of 
the Act of 1938, we have, during the last few months, received a number 
of decisions which were disheartening and which may definitely be 
expected to reduce the consumer protection we believe the Act was in- 
tended to effectuate. By the same token, these decisions will have the 
effect of throwing added burdens on state and local officers unless 
remedial steps can be taken. 


In December 1944, this Administration initiated a seizure in Arizona 
of a consignment of spaghetti and macaroni shipped in interstate com- 
merce in February and June 1943. This food was contaminated with 
insect fragments, rodent hairs, and rodent excreta and it was alleged that 
it was so contaminated while held under insanitary conditions in the 
original packages at the consignee’s warehouse in Arizona. The District 
Court held that under the existing language of the Food, Drug, and 
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Cosmetic Act these goods were not subject to Federal seizure. The 
Ninth Circuit affirmed the decision of the District Court ' and certiorari 
was denied by the Supreme Court. 


Congressional Purpose 


During the five years of legislative debate preceding the enactment 
of the present law it was made repeatedly evident in committee reports 
and in statements at hearings that it was the purpose of Congress to retain 
all of the useful provisions of the original Food and Drugs Act of 1906 
and to extend controls to cover other practices not dealt with in the earlier 
statute. The Act of 1906 authorized seizure of “any article of food, drug, 
or liquor that is adulterated or misbranded within the meaning of this 
Act, and is being transported from one State, Territory, District, or 
insular possession to another for sale, or, having been transported, re- 
mains unloaded, unsold, or in original unbroken packages.’ One of the 
last reports on the food, drug, and cosmetic bill which eventually became 
law was that of the House Committee on Interstate and Foreign Com- 
merce which stated with respect to the seizure section, that “Section 304 
repeats in substance the seizure provision of the present law.” It seems 
to us abundantly evident that when Congress in the 1938 Act provided 
for the seizure of adulterated goods “while in interstate commerce” it 
was merely stating in more concise fashion a concept of interstate com- 
merce as broad at least as that spelled out in more detail in the original 
Act, that is, goods in interstate transit and goods so transported re- 
maining unloaded, unsold or in the original unbroken package. For 40 
years under the Act of 1906 and until the decision of the Ninth Circuit, 
the Food and Drug Administration has proceeded by seizure against 
consignments of foods which have passed in interstate commerce and 
have been found to be contaminated while “unloaded, unsold, or in the 
original unbroken packages.” It is, of course, ordinarily impossible for 
inspectors to procure Samples for examination until shipments have come 
to rest at their destination. Chemical or microscopic analysis readily 
establishes the presence of elements of filth rendering a product unsuit- 
able for food use. It is frequently impossible to determine just where 
this contamination occurred, but there is no debate as to the unfitness of 
such products regardless of where and when the adulteration occurred. 


1 United States v. Phelps Dodge Mercantile Co, (CCA-9; 1946), 157 Fed. (2d) 453 [CCH 
Food Drug Cosmetic Law Reports { 7023]. 
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One of the most frequent causes of contamination is rodent infestation 
in warehouses and other storage places. In our appearances before ap- 
propriation committees, we have emphasized the fact that many of our 
seizures have been directed against products which left the original 
factory in sound condition but which became cor‘aminated at destination. 


Proposed Amendment 


In neither of the decisions adverse to the government was there any 
hint that Congress lacks the constitutional authority to extend its jurisdic- 
tion to such contaminated goods after the wheels have come to rest. It 
is at least tacitly admitted that the Act of 1906 gave such authority. In 
the firm belief that it was the purpose of Congress to protect the consum- 
ing public against deteriorated, adulterated, or unfit material to the limit 
of its constitutional authority the Administrator of the Federal Security 
Agency has submitted to the Congress a proposed amendment to Section 
304(a) of the present law to establish without question the authority of 
the government to proceed against such adulterated products. I am glad 
to say that a number of representative groups of manufacturers have 
endorsed this amendment. 


No Intention To Usurp State Powers 


That there may be no misunderstanding, let me make it perfectly 
clear that we have no desire to extend Federal jurisdiction to the point of 
usurpation of state prerogatives. It has been pretty well established 
that there are fields in which state and Federal jurisdictions overlap. 
I do not think it necessary to say to you that where you have the legis- 
lative authority and facilities to control in these overlapping fields our 
policy is to refrain from a duplication of your efforts. We all know, 
however, that the field is so big, and the regulatory forces in most areas so 
limited, that our combined and coordinated efforts are barely sufficient 
to give the consumer the degree of protection contemplated by our various 
statutes. 


At the Buffalo meeting of this Association, I told you of the technique 
we have employed in the preliminary drafting of amendatory legislation. 
We have found it extremely useful to discuss in advance with the indus- 
tries concerned ideas which we may have about needful legislation and in 
informal conferences with representative groups explore the problem and 
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discuss acceptable forms of legislation. Eventually a proposed bill is 
drafted and, after approval by the Administrator and the Bureau of the 
Budget, is submitted to the Congress with appropriate explanations. 
As the proposed legislation has been previously cleared with the in- 
terested manufacturing groups, such groups are usually willing to express 
their endorsement of it to the Committee Chairman of the House and 
Senate. In this way the penicillin amendment was passed in record 
time, and the same technique resulted in the passage and approval on 
March 10, 1947 of the streptomycin amendment. The streptomycin 
amendment, | think, is unique in this session of Congress and perhaps 
establishes a record in that it was reported favorably by the committees 
of both houses without hearings and without amendments, and enacted 
without amendments less than seven weeks after it was submitted to the 
Congress. I mention the successful passage of the streptomycin amend- 
ment at this point for the purpose of emphasizing the fact that, while 
there have been discouraging experiences throughout the year, there have 
likewise been rewarding experiences. In general, I can unhesitatingly 
say that progress has been made in the direction of more effective enforce- 
ment. 
Court Interpretation 


Another decision, also by the Ninth Circuit,? has placed us in a 
predicament. Section 406 of the Food, Drug, and Cosmetic Act author- 
izes the establishment of regulations setting tolerances for added poisons 
where these are required in the production of a food or cannot be avoided 
by good manufacturing practice. Under this section of the law, hearings 
were held in 1944, at the request of apple and pear growers of the North- 
west; evidence was taken, and a tolerance for fluorine was established 
when present as fluorine-bearing residues on apples and pears. This 
regulation was challenged by certain groups and their appeal came on for 
consideration before the Ninth Circuit in San Francisco. The Court held 
that the regulation established by the Administrator applied to fluorine 
alone and did not apply to cryolite residues, notwithstanding the fact 
that cryolite was the real subject of discussion at the Administrator's 
hearings. Since the Court did not invalidate the regulation in its applica- 
bility to fluorine the government was a technical winner of the case and 
was unable to carry the Ninth Circuit's somewhat remarkable chemical 


? Washington State Apple Advertising Commission et al. v. Federal Security Admin- 
istrator (CCA-9; 1946) [CCH Food Drug Cosmetic Law Reports § 7018). 
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observations to the Supreme Court for review. It has sought in several 
ways to obtain a clarification of the Ninth Circuit's decision or obtain 
court approval for rewording the regulation to meet the Court's objec- 
tions. These efforts have proven futile. Presumably a new regulation 
can be established only after new hearings and the resubmission of evi- 
dence on the toxicity of fluorine-bearing spray residues on apples and 
pears. 
Federal Jurisdiction 


Last year at Atlanta, I told you of a case, then pending in Georgia, 
involving the prosecution of a pharmacist who sold sulfathiazole across 
the counter without prescription and without warning labels, notwith- 
standing the fact that the interstate package as received by him was 
labeled in full compliance with the law. An opinion supporting the 
government's charges was delivered by Judge Davis at Macon, Georgia 
on June 19, 1946. This decision was appealed to the Fifth Circuit sitting 
at New Orleans, which has now reversed the lower court.* There is in- 
volved here the difficult problem of where Federal jurisdiction ends. We 
confidently expect that the Department of Justice will agree with us 
that the Fifth Circuit decision should be appealed to the Supreme Court. 
We hope that the Supreme Court will consent to review the case because 
of its vital importance to the consuming public. If the Supreme Court 
reviews the issue and upholds the lower court we will be in a position to 
continue our present controls over the indiscriminate sale without pre- 
scription of potent and dangerous drugs. If the court holds that the 
Federal government lacks the constitutional power to carry its regulation 
that far, the issue of controlling the distribution of such dangerous drugs 
as barbiturates and the sulfonamides will rest squarely in your laps. We 
do not regret that this issue is being reviewed. We believe it important 
that we should know just what the limitations of Federal jurisdiction are. 
If we are proceeding on the wrong assumption—or to put it another way 
—if Congress has directed us in the statute to undertake certain control 
activities which are constitutionally impossible, then a Supreme Court 
decision on that point is vital and will prevent us from attempting to 
squander our resources on lines of work that we are not constitutionally 
empowered to undertake. We believe we have a duty to proceed as we 


3 Sullivan v. United States (CCA-5; 1947), 161 Fed. (2d) 629 [CCH Food Drug Cosmetic 
Law Reports { 7050], reversing (DC Ga. 1946) 67 Fed. Supp. 192 [CCH Food Drug Cos- 
metic Law Reports § 7014]. 
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have done because it is our concept that Congress intended in the passage 
of Section 301(k) of the Act to extend the protective features of the 
law to the ultimate consumer. If Congress does not have the authority 
to go as far as 301(k) suggests, the Court will determine that fact and 
we must be guided by its conclusions. 


The final outcome of this case is of vast importance because it may 
chart the course of Congress in its consideration of our proposed amend- 
ment of the seizure section. It likewise, as you will immediately recognize, 
has a very serious relationship to the vexing problem of how to control 
abuses in the distribution of the barbituric drugs. I am accepting without 
question that dangerous abuses in this field do exist. Mr. Jerome 
Trichter’s very comprehensive paper delivered at our Buffalo meeting 
two years ago gave ample evidence on that score and additional facts 
accumulated since that time fully confirm his conclusions. 


Control of Barbiturate Sales 


The Food, Drug, and Cosmetic Act as we interpreted it prior to the 
Fifth Circuit decision gave us a basis for action against the over-the- 
counter sale without prescription of barbiturates. We initiated criminal 
prosecutions against a score or more of retail] distributors. These cases 
were terminated successfully in most instances and with substantial 
penalties. 


We have always recognized, however, that the Food, Drug, and 
Cosmetic Act is not well suited to the control of a traffic which lends 
itself so well to an undercover, bootleg type of operation. 


There are two approaches to the solution of the problem. One is 
the enactment of a Federal statute comparable to the national Narcotic 
Act. The other is the passage of uniform state and local legislation. 
Both plans have strong advocates who advance cogent arguments in 
behalf of the procedure they support. Since I have been erroneously 
represented in several publications as opposed to a Federal barbiturate 
law, I desire at this time to make our position clear. We believe that 
traffic in the barbiturate drugs must be controlled. We believe that state 
and local legislation can control the traffic if strong, workable laws are 
adopted by all states and are made effective by the appropriation of 
adequate funds. We think, however, that it is unrealistic to expect 
uniform legislative action and support of vigorous enforcement in 48 
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separate states. The alternative, then, it seems to us is some form of 
Federal enactment similar in pattern to the Federal Narcotic Act. 


The Walsh Case 


On May 19, the Supreme Court rendered a very important decision 
upholding the government in a case involving the guaranty legend. I 
shall not undertake to review the matter at this time other than to say 
that the case involves the LInited States v. Michael Walsh, doing business 
as Kelp Laboratories in San Diego, California, 67 Sup. Ct. 1283 [CCH 
Food Drug Cosmetic Law Reports § 7052]. The District Court had 
dismissed the case on the ground that it was without jurisdiction since 
the case was based upon the giving of a false guaranty under the Federal 
Food, Drug, and Cosmetic Act on a lot of adulterated goods but there 
was no evidence that the guaranteed lot was actually shipped in interstate 
commerce. The firm who received the guaranty, which was a continuing 
guaranty, does ship these products in interstate commerce. It was the 
government's contention that the offense consisted in the giving of a 
false guaranty applicable to interstate shipments and that it was imma- 
terial whether the particular shipment had actually moved in interstate 
commerce or not. The final paragraph of the Supreme Court's decision 
is significant. Perhaps we may be excused for seeing in it some basis for 
hoping that similar reasoning will be applied to the Sullivan case. The 
paragraph is as follows: 

“The commerce clause of the Constitution is not to be interpreted so as to deny to 
Congress the power to make effective its regulation of interstate commerce. Where that 
effectiveness depends upon a regulation or prohibition attaching regardless of whether 


the particular transaction in issue is interstate or intrastate in character, a transaction 
that concerns a business generally engaged in interstate commerce, Congress may act.” 


The Spectro-Chrome Case 


From the standpoint of contested court actions, we feel that progress 
has been made on some very important fronts. The most unusual of all 
the cases tried during the year was the Spectro-Chrome case [CCH Food 
Drug Cosmetic Law Reports § 7051], which has been fully described 
in the monthly Review and which resulted in a complete victory for the 
government after a trial lasting 42 days. From my own personal stand- 
point, it was unique in that I was subpoenaed by and testified as a wit- 


ness for the defendant, as did Assistant Commissioner Larrick. I think I 
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can say that our testimony did the defendant no good. The supoenas 
were primarily for the purpose of having us identify certain letters which 
the defendant had received from the Food and Drug Administration. 
The amount of time and energy and actual money expended in the 
successful prosecution of this case ran into many thousands of dollars. 
This type of fanatic is one of the most difficult we have to control. The 
conviction is now in the course of appeal. We have likewise, as you 
know from your reading of the monthly Review, been successful in actions 
against a number of other gadgets offered for a variety of disease condi- 
tions which have been money makers for their producers and disastrous to 
their users. On the whole the record of successful actions against devices 
has been gratifying. We believe that real progress has been made in 
controlling some of the worst of these offenders. 


Use of Monochloracetic Acid 


Last year at the Atlanta meeting, Dr. White gave you an impressive 
list of chemical substances which were being used or proposed for use 
in foods as preservatives, antioxidants, and what-not. One of these, 
monochloracetic acid, has resulted in extensive litigation during the past 
year. The annual report for the year ending June 30, 1946, listed a 
variety of foods in which monochloracetic acid had been found and which 


had been seized. The most spectacular was the orange beverage base 
which resulted in widespread illness. A joint campaign of Federal and 
state seizure resulted in the withdrawal from the market and the destruc- 
tion of very large quantities of this material. The manufacturer was 
eventually convicted of the violation and fined $5,000. Monochloracetic 
acid has been responsible for tremendously large seizures of beer and 
wines. Seizures are still being made but we believe that the campaign 
will eventually stop the use of this preservative in interstate products. It 
is something that you will have to be on guard against within your States 
since we have no power to prevent the interstate shipment of monochlor- 
acetic acid as such. 


Mineral Oil as Food Ingredient 


Another form of adulteration in which we made material progress 
and which again represents, as I have previously pointed out, a type of 
ideal coordination of effort between Federal, state and local authorities, 
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is the employment of mineral oil as a food ingredient. A few years ago 
our concept of mineral oil was that it was an economic cheat rather than 
a menace to health. Within the past three or four years there has been 
growing evidence that mineral oil is not merely a fraudulent substitute 
for nutritious food oils, but that it is definitely deleterious by reason of 
its effect on vitamin assimilation, not only carotene, vitamins A and D, 
but likewise on vitamin K. In a contested case in New Hampshire involv- 
ing a product known as Merry-Maise containing 77 per cent mineral oil, 
convincing medical testimony was adduced on behalf of the government 
resulting in a jury verdict upholding the charge of adulteration. This 
case was reported in some detail in the March 1947 issue of the monthly 
Review. Mineral oil as a food ingredient is still a problem but I am 
inclined to believe that it is more your problem than ours at the present 
time and that the interstate features of the traffic are pretty well under 
control. 


Agene-Treated Flour 


I must now report to you on a development which was unexpected 
and on which we still do not know the complete answer. For many 
years flour manufacturers have used the so-called Agene process which 
depends on the use of minute amounts of nitrogen trichloride in the milling 
of flour. This is not primarily a bleaching process but produces physical 
changes in the flour comparable to those formerly attained by aging. It 
is stated that certain varieties of flour milled in great quantities will not 
produce satisfactory bread unless subjected either to storage under proper 
conditions over a period of several months, or unless subjected to the 
artificial aging treatment. Adequate storage facilities and time for stor- 
age are said not to be available under modern milling conditions. Up 
until a few months ago there has never been any evidence that nitrogen 
trichloride treatment produces any toxic effects. In: fact, nitrogen tri- 
chloride is recognized as an acceptable treating agent in the existing 
Federal standard for flour, promulgated under the authority of Section 
401 of the Food, Drug, and Cosmetic Act. Some months ago, a qualified 
English investigator, Professor Edward Mellenby, reported in the 
British Medical Journal that dogs fed on Agene-treated flour developed 
canine hysteria or running fits. There was an immediate editorial re- 
action in the Journal, the question being raised as to whether comparable 
adverse effects might be produced in human beings. The owners of 
this particular process have taken the problem very seriously. They 
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brought the matter to our attention and undertook at once a series of 
animal-testing experiments presided over by a qualified and entirely 
unbiased scientist who very promptly confirmed Mellanby’s results. Our 
own investigators have likewise confirmed them. This work has been 
done under the general supervision of Dr. Arnold Lehman of our Division 
of Pharmacology, and Dr. E. M. Nelson of our Vitamin Division. So 
far there has not been the slightest evidence of any similar effects on 
feeding Agene-treated flour to any other species of animals including 
humans, nor have similar results been obtained on any animals, including 
dogs, by feeding unbleached flour or flour bleached by other processes. 
The owners of the Agene process have taken steps to prevent the dis- 
tribution of Agene-treated flour to any manufacturers of dog foods. We 
must frankly admit that at present we have no evidence that would 
permit us to take regulatory action against flour treated by this process 
intended for human consumption. There is not as yet an iota of evidence 
of any adverse effect on human beings or any other animals. Experimental 
work is continuing. Should we uncover evidence establishing that nitro- 
gen trichloride is an adulterant in flour within the meaning of the Food, 
Drug, and Cosmetic Act, we will promptly take necessary action to stop 
the use of this treating agent. In fact, we are fully assured that the 
owners of the process themselves will take such action on their own 
initiative if any evidence of deleterious action on other species of animals 
is forthcoming. 


This reference to the attitude of the owners of the Agene process 
reminds me that there is a growing disposition on the part of manufac- 
turers who themselves discover that some error in manufacture or 
processing has occurred to report these facts immediately to the Food 
and Drug Administration and to seek its cooperation in their voluntary 
efforts immediately to recall the offending material from the market. We 
encourage this type of voluntary action because we believe it to be 
distinctly in the public interest. Early in this present year a drug manu- 
facturer reported to us the loss of about a pound of strychnine from its 
compounding department. The company did everything in its power, 
in cooperation with our own representatives, to locate the missing poison. 
It has never been found, but, in order to insure against any public damage, 
every lot of drugs manufactured during the period when the missing 
strychnine might have been incorporated in the output was analyzed to 
make sure that it did not contain this ingredient. 
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Overdoses of Analbis 


One of the most tragic episodes of the year was that involving 
Analbis suppositories. Again I can refer you to the monthly Review for 
a description of this episode. We fear that there have been as many as 
15 infant fatalities. Each of these was associated, to the best of our 
knowledge, with a material overdose of the drug. The company itself 
had complied with the terms of the law in submitting a new-drug applica- 
tion and what appeared to be adequate evidence that the drug was safe 
for use in the dosage recommended. We have no evidence today that it is 
not safe for use when the dose is restricted as prescribed in the labeling. 
Had our foresight been as good as our hindsight we might have insisted on 
a warning statement on all labeling cautioning in emphatic terms against 
exceeding the recommended dose. In the last analysis, however, this 
tragic occurrence must be blamed primarily on human error in that the 
administrator of the drug failed to follow directions. The manufacturer 
has not violated the law. Promptly on our discovery that overdoses were 
leading to disaster we suggested to him that he cease distribution and 
recall all outstanding shipments. This was done in good faith. It is 
doubtful whether the product will ever again appear on the market. 


Summation 


In conclusion, I think it worthwhile to say that the record of the 
past year has shown an increasing tendency on the part of the courts to 
recognize the importance of food and drug regulation and the seriousness 
of violations by the imposition of increasingly heavy penalties. The time 
has passed when an offending manufacturer can expect to expiate his 
offense by a nominal fine which can be regarded merely as a license to 
do an illicit business. Penalties ranging from $1,000 to $5,000 are no 
longer exceptional. Jail sentences have been imposed in not a few cases. 
The fact that the Food, Drug, and Cosmetic Act has teeth in it and 
that the courts are disposed to use these teeth is becoming more and more 
apparent. The honest, conscientious manufacturer is taking renewed 
precautions against unwitting violations. There is a commendable atti- 
tude on the part of many associations of food manufacturers, as well as 
drug manufacturers, to install sanitary instruction courses looking to the 
maintenance of better sanitary conditions in manufacturing plants. This 
self-policing on the part of the industry cannot be too highly evaluated. 
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It stems from their recognition of their responsibility to the consumer and 
the utter repulsiveness of foods manufactured under insanitary condi- 
tions. It is true that the knowledge that the courts are becoming in- 
creasingly severe is likely to stimulate more contests in court. We always 
prepare our cases in anticipation of a contest and we are ready to adduce 
testimony in support of the charges where any manufacturer elects, as is 
his right, to meet us in the courts. We continue to believe that con- 
structive enforcement means cooperating with manufacturers who desire 
to observe the law and our established policy is to advise and confer 
with such manufacturers in an endeavor to aid them in full compliance 
with the statute. One development of the year has made this matter of an 
advisory service somewhat more difficult. As you are aware, for some 
years following the passage of the Act of 1938 we distributed excerpts 
from trade correspondence for the information of cooperating state offi- 
cials as well as for the information of the industry. This system was 
established in fact at the request of state officers. The passage of the 
Federal Administrative Procedure Act now requires that all such an- 
nouncements appear as formal publications in the Federal Register. This 
will explain why we have discontinued the issuance of the trade corres- 
pondence excerpts. Fortunately, the need for trade correspondence 
letters is no longer so great as it was in the years immediately following 
the passage of the Act of 1938 since many of the questions which were 
then disturbing the industry as well as state officers have been pretty 
well settled by court determinations or by informally announced views. 
Hereafter statements on policy of sufficient moment to require any public 
announcement will appear in the Federal Register and you will be sup- 
plied with copies thereof through the Office of State Cooperation. 


[The End] 


NOTICES OF JUDGMENT 


The Federal Security Agency has issued the 
following Notices of Judgment under the Fed- 
eral Food, Drug, and Cosmetic Act: Foods 
Nos. 9401-9600, issued June 1947; and Drugs 
and Devices Nos. 1851-1900, 1901-1950, issued 
June 1947. 
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Problems of Compliance and 
Enforcement Under the Drug Law 


CHARLES W. Crawrorp, Associate Commissioner of Food and Drugs 


T IS FITTING AND TIMELY that the theme of these sessions of 

the sixty-fifth annual convention of the Proprietary Association of 

United States * is to be the nation’s health. This subject commands 
ever increasing importance and public interest. It is proper that this 
Association and its members here express pride in the contributions they 
have made to the nation’s health. 


Progress in Drug Industry 


From observations made during more than 30 years’ service in the 
Food and Drug Administration, I am deeply gratified at the progress 
I have seen in your industry. Comparing what is on druggists’ shelves 
today with what was there some years ago, it is apparent that the 
improvement of your products, in their usefulness and in the integrity 
of their composition and labeling, is continuing always to higher levels. 


Reports of inspection of your factories reveal an impressive record 
of the number and extent of improvements you have made over the years. 
Good housekeeping in your factories insures sanitary conditions and 
avoids contamination of output. Systems of checks and controls insure 
proper identification of ingredients, that they are of appropriate quality 
and purity, that no errors occur in weighing or measuring, and that the 
finished product is what it should be. These controls extend on to the 
finished packages in which the article is presented to the public. In 
consequence, the products of your industry occupied but little space in 
the history of violations recounted in the latest annual report of the 
Food and Drug Administration. 


* This paper was delivered at the annual meeting of the Proprietary Association of 
United States at Atlantic City, New Jersey, May 19, 1947. 
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While these improvements have resulted from your own initiative 
and enterprise, I like to think that the existence of the food and drug 
law has played a constructive part. The food and drug manufacturing 
industries have lived under the law for more than 40 years. They have 
grown and prospered from relatively small beginnings to where the 
annual value of interstate shipments is now more than 25 billions of 
dollars. Throughout those years, the law has been a constant influence 
toward improvement of products and a continuing curb on unfair com- 
petition. The existence of the law has helped you maintain the improve- 
ments and consolidate the gains made by your own efforts. 


It is about the relationship that exists between your business and 
the drug law that I would like to speak today. Those relations are 
significant to the nation’s health. Let us consider some phases of the 
drug law and some problems of compliance and enforcement that do 
not seem to be widely understood and that often have led to difficulties 
and sometimes to resentment by members of the industry. 


Violations of the Drug Law 


It has been said that the vast majority of the regulated industries 
is doing an honest business and voluntarily seeks to comply with the 
law. I have every reason to know that this is true. But there is a small 


fringe that cannot be catalogued as law-abiding. In this group are some 
who are clearly dishonest, some who are choice crackpots, and some 
who are grossly negligent in the conduct of their affairs. We find among 
them also some who are determined and persistent in their violations. 
This is hardly surprising when we recall that there are more than sev- 
enty thousand food, drug, therapeutic device, and cosmetic factories in 
the country. 


At present there is an epidemic of serious violations by unscrupu- 
lous adventurers in the business of furnishing cure-all therapeutic 
devices. During the past year or so we have had to deal with scores 
of contraptions of this kind. It has seemed that the persistence of these 
offenders is directly proportional to the increasing absurdity of the claims 
they make for their products. 


A vapor-bath system, consisting of certain drugs and plumbing 
connections between a generator and bath cabinets, which could be pur- 
chased for $2,200.00, was represented as effective for diabetes, abscess 
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of the lungs, decay of the jawbones, and blood poisoning, among a long 
list of other ailments. 


An apparatus for administering electric shock, selling for $1,200.00, 
was represented for abscess of the liver, internal growths, heart disease, 
paralysis, cancer, tuberculosis, infantile paralysis, and other disease 
conditions. 


A device for administering an enema, priced at $1,190.00, was 
offered for the treatment of arthritis, rheumatism, neuritis, high and low 
blood pressure, toxic heart conditions, ulcers of stomach and bowels, 
colitis, chronic appendicitis, gall bladder and liver troubles, kidney and 
bladder troubles, asthma, migraine, toxic skin troubles, lumbago, and 
for good measure, “a host of ills that have heretofore been obscure.” 


The Spectro-Chrome Case 


Another device called Spectro-Chrome is a 1000-watt lamp in a 
cabinet supplied with different-colored glasses to fit an aperture through 
which the light bathes the patient. With head pointing toward the north, 
the patient receives ‘‘tonations” at favorable times of the day, with a 
“Favorscope” supplied to correct for “‘solar, lunar, terrestrial radiant, 
and gravitational influences” based on “vibrant breath phenomena” as 
adapted from yoga. By using appropriate glasses to color the light as 
required for the particular disease to be treated, the device was claimed 
to be effective for diabetes, cancer, tuberculosis, syphilis, and a long list 
of other ailments. Said Dinshah P. Ghadiali, who manufactured the 
apparatus: ‘Give mea case of appendicitis, and I will send the man back 
in one night, having his appendix inside of him instead of in a glass 
bottle and $300.00 out.” 


This lamp, more marvellous than Aladdin's, was not for sale. To 
get it, one had to join an “institute’’ at a fee of $90.00. The lamp was 
then furnished free. We know that at least 5,000 were distributed— 
Ghadiali, himself, claimed the figure was 9,000. With them, for a price, 
were distributed so-called “encyclopedias” and other “literature” which 
gave voluminous information about the use of the lamp and sought to 
cloak the scheme in Oriental mysticism and sanctity. 


The first action against the lamp was a single seizure. After a 
trial which lasted 30 days, the jury rendered a verdict for the govern- 
ment. The Court was so incensed at the abuse of public welfare that it 
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supplemented the decree condemning the lamp with an injunction against 
its further distribution. Ghadiali nevertheless continued to distribute it. 
A campaign of multiple seizures followed, which did not stop him. 
Then criminal prosecution was filed against Ghadiali and his corporation. 
During the trial, which lasted 42 days, the government presented an 
array of relatives and physicians of victims who had used the device 
and died from the diseases it was represented to cure. Speaking from 
the witness stand, the son of a man who had died from diabetes said 
to Ghadiali: “You told my father to stop insulin! You said for him 
to eat plenty of brown sugar and starches! You said he would recover 
with Spectro-Chrome!" The jury brought in a verdict of guilty and 
the Court imposed against Ghadiali and his corporation a fine of 
$20,000.00, and a 3-year prison sentence against Ghadiali, but impris- 
onment was suspended on the condition that the business be stopped. 
Sentence was deferred on four of the counts against Ghadiali upon 
the same condition so that, if he resumes business, he faces the possi- 
bility of a prison sentence of seven years, and an additional fine. 

I could recite for you serious and persistent violations of other kinds 
—the conversion into glace fruit of grapefruit peel retrieved from garbage 
cans, the defiling of uncounted tons of foods and drugs by rats and 
insects while stored in unspeakably insanitary warehouses which the 
owners refused to clean up. In telling these things, it is not my purpose 
to shock you. I wish only to stress the fact that the law has to deal 
with some violators whose purposes are not easily deterred. 

Cases like the Spectro-Chrome case should make us very thankful 
that the revised law Congress passed in 1938 has teeth in it. Without 
its stiff criminal penalties, this murderous racket would still be flourish- 
ing. While the civil procedures under the Act, seizure and injunction, 
can be effectively used for most violations, they alone are not enough 
to stop ingenious and determined crooks and crackpots. Their depreda- 
tions on the nation’s health and on honest competitors can be curbed 
only by a law under which severe penalties can be administered. 


Majority Abide by Drug Law 
Although the vast majority of persons and firms subject to the law 
seek to abide by it, the difficulties and complexities inherent in the manu- 
facture and labeling of many worthy and valuable products make it 
understandable that unintentional violations sometimes occur. Cer- 
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tainly, a high degree of care and precaution is necessary if violations 
are to be avoided completely. That is as it should be, because those 
who supply the nation with such vital necessities as foods and drugs 
assume a role of unusual responsibility for the integrity of their products. 


Most of the violations by honest and well-intentioned manufacturers 
arise from inadvertence, accident, or thoughtlessness. The law wisely 
provides several choices of enforcement procedure so that a remedy suit- 
able to the offense may be applied. The statutory provision authorizing 
the issuance of written notice and warning on minor violations can be 
applied when the offense falls in that category. More serious offenses 
may be proceeded against by civil action in the Federal courts through 
seizure of a single shipment of the offending goods or by injunction to 
restrain the shipper from continuing the violation, whichever seems the 
better suited to the circumstances. Multiple seizures can be made when 
distribution of the offending goods is a significant menace to consumer 
welfare. Criminal prosecution may be invoked where the violation is 
deliberate or stems from gross negligence and constitutes a substantial 
abuse of consumer welfare. All of these forms of court action provided 
by the statute—single seizure, injunction, multiple seizures, and criminal 
prosecution—may be applied if necessary. 


It is our belief that the wisdom with which the remedy for each 
type of violation is chosen and the uniformity with which that remedy 
is applied determine in large measure the effectiveness of enforcement 
operations and the degree of voluntary compliance that exists. 


Uniformity of Action Necessary 


Sometimes the necessity for uniform and even-handed administra- 
tion results in misunderstanding. Recently seizure was made of a single 
small shipment of a preparation that had been on the market for several 
years. The violation alleged was not a flagrant one, but it was not minor 
since the worth of the product had been substantially impaired by the 
omission of valuable ingredients implied by the label to be present. This 
preparation was one of a number of items, most of which were wholly 
beyond reproach, produced by a highly reputable firm. A responsible 
officer of the firm—who for the purpose of this story shall remain anony- 
mous—a man highly respected for his integrity by all who know him, 
came in to talk about the seizure. He had recognized for the first time 
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that the labeling misrepresented the product when he heard about the 
seizure. For unavoidable reasons he had given but little attention to 
the label when the product was first launched on the market, and he had 
had no occasion since to consider it. He resented the fact that legal 
action had been filed. “Surely you knew there was no need to go 
to court on this,” he said; ‘surely you knew that if you had called it 
to my attention I would have revised the label.” 

I have no doubt that he would. I have no doubt that if this case 
could have been considered by itself and without relation to other prob- 
lems in this field, the conclusion would have been inescapable that the 
sensible thing to do was to notify the firm of the violation rather than 
to take court action. But to have done this would have been to over- 
look the important fact that, to maintain uniformity of action, it would 
have been necessary to handle all other such cases in the same way. We 
must not depart from the principle that all men are equal under the 
law; and we know that too often a mere notice of violation would not 
result in correction but would merely complicate the problem and delay 
compliance. 

Another thought arises from the experience of this anonymous 
manufacturer. If we adopt a policy of notification instead of legal action 
and follow it uniformly, as we must, it becomes apparent that too much 
concern need not be given to getting the product and its labeling right 
in the first place, since there is no risk of penalty before an opportunity 
comes for revision. This invites carelessness and slipshod work. It 
encourages irresponsibility, whereas the law was designed to emphasize 
the responsibility that goes with the privileges and opportunities of free 
enterprise. 

A footnote to the experience of the anonymous manufacturer is 
that he has carefully scrutinized the composition and labeling of his 
entire line of products, has found a few that needed attention, and has 
promptly effected the needed changes. Others making the same or 
similar products are undergoing like experiences with the result that the 
general level of compliance has been raised in that group, much to its 
own advantage. 


The Administration Invites Inquiries 


Two phases of the problem of compliance that are worthy of note 
were touched upon in a published article that appeared about a year 
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ago. Referring to difficulties faced by manufacturers in devising proper 
labeling, the author said, “If only it were possible that the [Food and 
Drug] Administration could or would indicate when labels are sub- 
mitted whether they are acceptable and comply with the law's require- 
ments, much worry, grief and expense would be saved.” 


I wish it could be made known to all members of the regulated 
industries that the Food and Drug Administration welcomes inquiries 
on compliance problems where there is honest doubt about the legality 
of any factor of composition or labeling of articles subject to the law. 
The Administration has never hesitated to discuss such questions when 
all information relevant to the problem is presented and when no court 
case is pending on the issues in question. We invite these discussions 
because we believe they contribute to compliance. 


The views we express in such discussions are wholly informal. Our 
conclusions do not adjudicate any issue; only the Federal courts can do 
that. Anyone who disagrees with a conclusion we may express that 
his product is adulterated or misbranded may be assured that, if the 
government takes action to enforce its views, his conversations with us 
do not prejudice his right to his day in court or prejudice his defense 
of his product in a trial of the issues on their merits. 


The Question of Labeling 


The writer who did not know that the Food and Drug Administra- 
tion responds to requests for comment on labels was apparently con- 
cerned also about the problem of devising labeling that does not 
transgress the statutory prohibition against representations that are false 
or misleading in any particular. He probably had in mind this quotation 
from a decision by the United States Supreme Court: 


“The statute is plain and direct. Its comprehensive terms condemn every state- 
ment, design, and device which may mislead or deceive. Deception may result from 
the use of statements not technically false or which may be literally true. The aim 
of the statute is to prevent that resulting from indirection and ambiguity, as well as 
from statements which are false. It is not difficult to choose statements, designs, and 
devices which will not deceive. Those which are ambiguous and liable to mislead 
should be read favorably to the accomplishment of the purpose of the Act.” 


He may have thought paradoxical the inclusion, with the rest of 


the quotation, of this sentence: “It is not difficult to choose statements, 
designs, and devices which will not deceive.” He may have had in mind 
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also a more recent court pronouncement that the purpose of the statute 
is ‘‘to protect the public, the vast multitude which includes the ignorant, 
the unthinking, and the credulous who, when making a purchase, do not 
stop to analyze.” 


In the light of these pronouncements the Supreme Court's statement 
that it is not difficult to write labeling that will not deceive may seem 
questionable, unless we have in mind that to convict for misleading repre- 
sentations requires satisfaction of the judge and unanimous agreement 
of a jury of twelve that the representations are in fact capable of mis- 
leading. While juries are usually quick to detect insincerity or men- 
dacity in the labeling, they do not convict on trivialties. There must be 
substance in the departure from strict truth if they unanimously con- 
demn. They are not concerned with such philosophical concepts as are 
implied in the question “What is truth?” They are not offended by 
expressions of the value or desirability of the product which are sup- 
portable by fact. 


This does not mean that there exists a zone of license between 
strict truthfulness, and deviations to where juries are likely to convict, 
within which it is safe for the writer of labeling to take liberties with truth. 
Conscious effort to steer between the whole truth and the line of depar- 
ture where juries may convict for deception is at best a perilous under- 
taking. Juries are likely to detect the insincerity and condemn it. 


One who writes labeling should be fortified of course with every 
obtainable fact relating to the product and what it will do. If essential 
information is missing, it should be supplied by investigation or research. 
Guesswork and wishful thinking have no place in the preparation of 
label representations. This Association is to be commended for its 
increasing emphasis on research programs to broaden the factual basis 
of its operations. 


If the writer of labeling has before him all the known facts about 
the product; if he has in mind that some of the prospective purchasers 
may be ignorant, unthinking, and credulous, and then undertakes to con- 
vey those facts honestly and in a way that avoids indirections and ambig- 
uities, he need fear no risk of transgressing the law. He can give full 
praise to the product to the extent that its merit warrants. 


The problem of compliance faced by the writer of labeling, who 
usually can take ample time for a deliberate study of his subject, is 
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certainly not greater than other problems of compliance that arise under 
the statute. Many highly perishable commodities are canned, frozen, 
or otherwise preserved for distribution. There exists always the chance 
that some of the raw products in the vast volumes handled may spoil 
before preservation is completed. Yet the law condemns an article if 
it contains any quantity of a decomposed substance. Processors of these 
commodities are responsible for the exclusion of any and all parts of the 
material that become decomposed through delay or exposure to adverse 
conditions in the flow from the point of production through the processing 
plant. However, the industries producing such products, like the other 
industries covered by the law, have grown and prospered. In passing 
on cases arising on these commodities courts and juries display the same 
common sense that they apply to questions of labeling. 


While on some occasions juries have failed to sustain our cases, 
we are always reminded that the jury is a cross section of the public the 
law was intended to protect and that if they see no imposition on con- 
sumer welfare in the facts presented in the trial, it probably isn't there. 
Only on rare occasions is there reason to believe that the difficulty of 
presenting complex scientific facts in a form understandable to lay jurors 
is responsible for an adverse verdict. In any event, the history of 
40 years of food and drug law enforcement demonstrates the competence 
of courts and juries to determine the vast majority of issues arising 
under that law. Only on the question of determining the safety of new 
drugs, a question that is highly technical and beyond the competence 
of laymen, does the law delegate to the administrative agency the power 
to make quasi-judicial decisions with respect to any article in domestic 
commerce. The general design of the law conforms to the basic pattern 
of our government in the separation of powers between the executive, 
legislative, and judicial branches. 


Association's Support of Food and Drug Legislation 


I would be remiss if I did not express my gratification at the several 
demonstrations by this Association of its support of food and drug 
legislation. Notable instances are the actions of responsible officers of 
the Association in furthering the passage of the penicillin and strepto- 
mycin amendments to the Food, Drug, and Cosmetic Act, and more 
recently their support of the proposed amendment designed to repair 
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the seizure section after its effectiveness had been drastically curtailed 
by court decisions. 

It has been said that food and drug legislation is not static and 
that it should not be so. New problems arise that can be met only by 
legislative action. Members of organizations like this who are aware of 
these problems, and who recognize that effective legislation not only 
safeguards the public welfare but advances their own interests, can con- 
tribute greatly by helping to keep the law abreast of needs created by 
progress in the production and distribution of foods, drugs, and related 


products. [The End] 


FOOD STANDARDS 


Definitions and standards of identity for 
canned apricots, peaches, pears, and cherries 
with rum have been proposed by the Federal 
Security Administrator (12 F. R. 5574), pro- 
viding for the addition of rum in such amount 
that the alcoholic content is more than three but 
less than five per cent by weight. 


After hearings on a proposal to amend the 
standards of fill of container for canned wet 
pack and canned dry pack shrimp the Federal 
Security Administrator has recommended that 
no amendment be made (12 F. R. 5429). 


Page 454 Food Drug Cosmetic Law Quarterly—September, 1947 





(HD AD — gD ee x om 


REPORT 


by the Special Committee on the Food, Drug and 
Cosmetic Law of the Section of Administrative Law 
of the American Bar Association 


was established in the New York State Bar Association. It is 

the first and only organization of the bar, in the field of this law; 
it has a large and representative membership, which includes leaders in 
that field throughout the country; and it has a record of distinguished 
professional success. (See attached reprint from latest issue of Food 
Drug Cosmetic Law Quarterly [Volume 2, pp. 107-123].) 


At the organization meeting of that Section it decided to act for the 
establishment of a supplemental national section on this law in the 
American Bar Association, after its first annual meeting in January of 
1946. As a direct result Mr. John Kirkland Clark of New York pre- 
sented the following resolution to the House of Delegates of the latter 
Association, at its 1946 meeting in Atlantic City: 


“Resolved, That the Association create a special committee on the Food, Drug 
and Cosmetic Law to consider the desirability of the formation of a new and perma- 
nent committee of the Association, or a section of the Food, Drug and Cosmetic Law, 
and report to the Association thereon.” 


C N JULY 19, 1945, a Section on Food, Drug and Cosmetic Law 


This resolution was referred to the Section of Administrative Law. 
Its Council then authorized a Special Committee on the Food, Drug and 
Cosmetic Law, to consider such resolution and to report thereon at the 
1947 meeting of that Association in Cleveland. Thereupon its Chairman 
appointed the following members of this Special Committee: Leslie D. 
Harrop (Michigan), James F. Hoge (New York), Lee Reeder (Mis- 
souri ), Oscar Titiev (Massachusetts), and Charles Wesley Dunn ( New 
York), Chairman. Of them, three are prominently identified with the 
sponsoring Section on Food, Drug and Cosmetic Law of the New York 
State Bar Association. They are: Mr. Dunn (general counsel for the 
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Grocery Manufacturers of America, Inc., and the American Pharmaceu- 
tical Manufacturers’ Association), who has been Chairman of that 
Section since its establishment; Mr. Hoge (general counsel for the 
Proprietary Association), who is Chairman of its standing Committee 
on the Drug Law; and Mr. Harrop (general counsel for the American 
Drug Manufacturers Association), who is a leading member of that 
Committee. 

The Special Committee on the Food, Drug and Cosmetic Law thus 
appointed has considered this resolution and now respectfully submits 
as its report the following resolution and statement therefor: 

“Resolved, That it is desirable for the American Bar Association to establish a 
new, permanent and self-supporting Section on Food, Drug and Cosmetic Law.” 


a 


1. The food, drug and cosmetic Jaw is originally and principally a 
food and drug law; and is designed to protect health and prevent wrong. 
It is a major commercial law; and a very important part of our juris- 
prudence. For it has a fundamental public significance; it regulates 
basic industries, trades and professions; and it has grown to immense 
proportions. 

2. It is a Federal, state and municipal law. The principal Federal 
law is (a) the Federal Food, Drug, and Cosmetic Act, which forbids 
the adulteration and misbranding of these products; and (b) the supple- 
mental law against their false advertisement in the Federal Trade Com- 
mission Act. This Federal law is supplemented by analogous state and 
municipal laws; and such general laws are in turn supplemented by a 
multitude of special regulatory laws, as to product or subject. They 
include, for example, the Federal meat, dairy product, oleomargarine, 
flour, tea, fruit, vegetable, narcotic, biologic, caustic poison, and insecti- 
cide, fungicide and rodenticide laws; the state cold storage, feeding 
stuff, pharmacy, poison, and weights and measures laws; and the munici- 
pal food sanitation and dangerous drug laws. Altogether these general 
and special laws and the extensive regulations thereunder would fill 
several large volumes; and their enforcement has resulted in many judi- 
cial decisions which, in the aggregate, would fill additional large vol- 
umes. Furthermore the number of such laws, regulations and decisions 
is progressively expanding. 

3. Therefore it is a law of great national importance and scope; 
and the national interest in it is deep and mounting. 
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b 


4. For these and other reasons and because it presents infinite legal 
questions this law requires many lawyers, to deal with it. They are 
located throughout the country; their nvmber is large; and it is con- 
stantly increasing. And it was inevitable that in the course of time they 
would institute action to organize the bar in the field of this law, to 
promote its constructive study as a fundamental law of the land. For 
there is a basic need of that study. 


5. This action was instituted on July 19, 1945, when 27 interested 
lawyers in New York City organized a Section on Food, Drug and 
Cosmetic Law of the New York State Bar Association. They first 
organized this Section in that Association, because they were invited to 
do so and it was an original experiment. But in organizing it they specifi- 
cally resolved in effect that when this Section was a going success, it 
would immediately proceed to establish a supplemental national section 
on this law in the American Bar Association. For that procedure is 
manifestly indicated, in the circumstances. 


c 


6. The Section on Food, Drug and Cosmetic Law of the New York 
State Bar Association has achieved a distinguished professional success, 
as its record shows. For, in the first place, it now has 151 members, 
divided as follows: 113 active members, who are lawyers admitted to 
the New York bar; and 38 associate members, who are lawyers admitted 
to the bar in other states. This membership is representative, constantly 
growing and country wide; and it includes the national leaders in the 
field of this law. In the second place, the Section has an effective organi- 
zation. It consists of 2 officers, a Chairman and a Secretary; an Executive 
committee; and 5 standing committees. They are on the food law, the 
beverage law, the drug law, the cosmetic law, and the product-liability 
law, respectively; and each has an able Chairman. In addition, there are 
numerous special committees to handle current problems. 


7. In the third place, the Section has held valuable annual meetings 
and a notable special meeting. The annual meetings were in January 
of 1946 and 1947. Each invited a representative attendance approaching 
200; each had a program devoted to an authoritative discussion of the 
food, drug and cosmetic law; and each resulted in significant resolutions 
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with respect to it. The special meeting, on June 25, 1946, commemorated 
the 40th anniversary of the original Federal Food and Drugs Act; it 
received the highest official recognition; and it had a basic historical im- 
portance. For it was recognized by the President and in Congress; the 
Federal Security Administrator and the Federal Commissioner of Food 
and Drugs participated in its program; other speakers included the 
Solicitor General of the United States and the Surgeon General of the 
United States Public Health Service; and the audience was a national 
one. It should be added that the papers at all the aforesaid meetings were 
published in the Food Drug Cosmetic Law Quarterly, for permanent ref- 
erence; and those at the special meeting were also published in a com- 
memoration book. While the Quarterly is not an organ of this Section, it 
is a direct result and an invaluable instrument thereof. For the Chairman 
of the Section established it; it has an editorial advisory committee, which 
principally includes the officers and committee-chairmen of the Section; 
and it publishes the proceedings of each meeting of the Section. More- 
over the Quarterly has the same purpose as the Section, to provide a con- 
structive discussion of this law. It should be further added that the 
Federal Food and Drug Administration strongly supports the Section; 
and that its executive and legal officers participate in the annual meetings 


thereof. 


8. Finally, the Section has instituted an annual symposium on the 
Federal law against price discrimination, because its members are greatly 
interested therein; which is held the day before its annual meeting. This 
symposium provides an authoritative discussion of that law; and it has 
developed into a national institution. For members and counsel of the 
Federal Trade Commission collaborate in it, and it has invited a dis- 
tinguished legal audience from the country, which has exceeded 300 in 
each instance. The proceedings of each symposium are published in a 
booklet; and nearly 6000 copies of its 1947 edition have been sold, to 


date. 
d 


9. The foregoing explanation of the Section on Food, Drug and 
Cosmetic Law of the New York State Bar Association is made to record 
two points. They are: first, this Section is qualified to request the 
establishment of a supplemental national section in the American Bar 
Association; and secondly, that supplemental national section can render 
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a basic professional service, in the field of this law. For the lawyers 
who made the state section a success plan to make the supplemental 
national section an equal or greater success. 


10. In short: there should be a national section on this law to 
supplement the state one; and each would constructively supplement the 
other, to their reciprocal benefit. For they would have the same funda- 
mental objectives and leading members; they would have coordinating 
organizations; and they would take mutually strengthening action. 


e 


In Conclusion 


11. We recommend that the American Bar Association establish 
a Section (as distinguished from a Committee) on Food, Drug and 
Cosmetic Law, because it is designed to supplement the section thereon 
in the New York State Bar Association; and its importance justifies that 
status. We also recommend that this Section be self-supporting, whereby 
it is not a financial burden to the Association. 

12. We note that this Section should not be related to the Section 
of Administrative Law, because it primarily and basically deals with the 
substantive law instead in a broad sense. And it should have an inde- 
pendent standing, because of its distinctive character. 


(Dated) August 8, 1947. 


(Signed) Lesuie D. HARRop 
JAMEs F. Hoce 
LEE REEDER 
Oscar TITIEV 
CHARLES WESLEY Dunn, Chairman 
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The Federal Food, Drug, and Cosmetic Act 


Food Regulation and Compliance, Vol. Il, by Arthur D. Herrick. 
Revere Publishing Company, New York City, 1947. 655 pages. Price: 


$10.00. ; 


Volume I of Food Regulation and Compliance, published in 1944. 
furnished the general background of food regulation, reviewed broadly 
the Federal and state statutes, and discussed labeling, packaging, grades. 
and advertising. 


Volume II rounds out the analysis of the Federal Food, Drug, and 
Cosmetic Act begun in Volume I, with a discussion of adulteration in its 
many phases, administrative and judicial procedure, imports and exports, 
and coal-tar colors. 


The text of the Federal Food, Drug, and Cosmetic Act (omitting 
portions applicable exclusively to drugs, devices, and cosmetics) and the 
text of the basic regulations pertinent to food are included in an appen- 
dix. A good ten-page index concludes the book. 


Mr. Herrick, a member of the New York Bar, is a well known 
authority on problems under the Federal Food, Drug, and Cosmetic 
Act, as he has authored two previously published books in this field: 
Drug Products: Labeling, Packaging, Regulation, and New Drugs. 


His straight-forward, clear-cut style of writing makes Food Regula- 
tion and Compliance easy reading, understandable to laymen in the food 


industry as well as to attorneys in this field of practice. 
[The End] 
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Judicial, Administrative, and Legislative Developments 


Important amendment of Food, Drug, and Cosmetic Act under 
consideration by Congress . . . By far the most significant developments 
in connection with the Food, Drug, and Cosmetic law in the past few 
months have been: (1) the bills which have been introduced into Con- 
gress relative to the authority of the Food and Drug Administration to 
act with respect to such commodities after interstate shipment has been 
completed, (2) the hearings with respect to these bills, and (3) the three 
recent court decisions which may affect the interpretation to be placed 
upon the amendatory language proposed by these bills. While Congress 
has adjourned without passing any of these bills, they will retain their 
same status when Congress reconvenes in its Second session next January 
and will undoubtedly receive further consideration at that time. 


In view of the drastic curtailment of the authority of the Food and 
Drug Administration which resulted from the Phelps Dodge decision, 
which held that the Administration could not seize a food that had 
become repulsively adulterated after completion of its interstate trans- 
portation, and while remaining in original unbroken packages at the 
terminal warehouse (United States v. Phelps Dodge Mercantile Com- 
pany, United States Circuit Court of Appeals for the Ninth Circuit, No. 
11,249 [CCH Food Drug Cosmetic Law Reports { 7023]; certiorari 
denied, United States Supreme Court, February 10, 1947; discussed in 
the June 1947 issue of the Food Drug Cosmetic Law Quarterly, Volume 
2, pp. 264-265), Mr. Watson B. Miller, Federal Security Administrator, 
addressed a letter to the President pro tempore of the Senate and to the 
Speaker of the House of Representatives under date of April 17, 1947 
(Federal Security Agency release FSA-249), pointing out that, in order 
to restore the necessary protection to the consumer, the Congress should 
promptly amend Section 304(a) of the Federal Food, Drug, and Cosmetic 
Act by inserting in that section the words “or while held for sale after 
shipment in interstate commerce.” The letter pointed out that the breach 
in consumer protection resulting from the interpretation of the law in 
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the Phelps Dodge case was very grave, as approximately 20 per cent 
of the seizures in the past year had involved cases where the adulteration 
clearly resulted from insanitary conditions or other causes at the terminal 
warehouse. It was further pointed out that there were many other 
cases where it would have been impossible to prove that the contamination 
or deterioration occurred before the transportation ended. In addition, 
even where the Administration may be able to prove this fact, it was 
pointed out that it will often require such time-consuming investigation 
to show that this is the fact, that much unfit food will reach consumers’ 
tables before legal proceedings can be instituted, unless the law is 
remedied. 

The Administration strongly recommended that the Congress prop- 
erly amend the law to restore consumer protection to the extensive area 
of commerce which had been rendered immune from regulation under 
the Act. 

Bills to effectuate this recommendation were promptly introduced 
into Congress. House Bill 3128 (Miller) and House Bill 3147 ( Wolver- 
ton ) were identical bills which were introduced in the House, and Senate 
Bill 1190 (White) was a similar bill introduced in the Senate. These 
bills provide that Section 304(a) of the Federal Food, Drug, and Cos- 
metic Act should be amended to authorize a seizure proceeding against 
a food, drug, device, or cosmetic which is adulterated or misbranded 
“while held for sale after shipment in interstate commerce.” 


This amendment on its face, if enacted, would seem to repair the 
breach resulting from the Phelps Dodge case, as the Court in that case 
merely pointed out that the article of food was not alleged to be adulter- 
ated when introduced into or while in interstate commerce. In the mean- 
time, however, the Circuit Court of Appeals for the Fifth Circuit has 
rendered a decision which would seem to have an important bearing on 
the interpretation of the language contained in these bills. (Jordan James 
Sullivan trading as Sullivan Pharmacy v. United States. Circuit Court 
of Appeals for the Fifth Circuit. No. 11,779. May 12,1947 [CCH Food 
Drug Cosmetic Law Reports § 7050]. Discussed in the June 1947 issue 
of the Food Drug Cosmetic Law Quarterly, Volume 2, p. 276 and in the 
December 1946 issue, Volume 1, pp. 604-606. Review is being sought in 
the Supreme Court. No action will be taken by the Court, however, 
until its next term, which begins in October.) This case involved the 
intrastate sale by a local druggist in Columbus, Georgia, of certain sul- 
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fathiazole pills which were placed in pasteboard pill boxes with only 
the word ‘‘Sulfathiazole’’ (slightly misspelled) on them and sold to 
Federal inspectors. The drug had been properly labeled at the time 
of the interstate shipment and at the time of the first sale thereof within 
the State of Georgia. The label used for the interstate shipment was 
never at any time defaced or changed and it, together with the bottle upon 
which it was placed, was taken in charge by the Federal inspectors. 


The Court in this case avoided the constitutional question of whether 
or not this transaction was of such a local nature as not to be within the 
jurisdiction of the Federal power, and also the further question as to 
whether it was an intrastate transaction of such nature as to have a 
burdensome effect on interstate commerce. The conclusion reached was 
that a moderately strict construction of the provision would confine it to 
shippers and to importers in interstate commerce and to sales and proffers 
of sales by the latter. The Court felt that there was no indication in the 
language of the Act to regulate intrastate commerce because of any 
burdensome effect on interstate commerce and pointed out that if the law 
were applicable to Sullivan's acts it would bring within its penal provi- 
sions most of the sales made in all drug stores, beauty parlors, barber 
shops, and retail grocery stores throughout the United States. 


The pertinent section involved in the Sullivan case was Section 
301 (k), which prohibits the alteration, mutilation, destruction, oblitera- 
tion, or removal of the whole or any part of the labeling thereof, or the 
doing of any other act with respect to a food, drug, device or cosmetic, 
if such act is done while such article is held for sale after shipment in 
interstate commerce and results in such article being misbranded. The 
Court admitted that in their broadest possible sense these words might 
include what happened in Sullivan's drug store, but it was of the opinion 
that they should not be so broadly interpreted but held only to apply to the 
first holding for sale by the importer after the interstate shipment. The 
Court pointed out that it was these first sales which had been previously 
considered by the Supreme Court in cases involving the destruction of 
labeling under which interstate commerce occurred. The Court did feel, 
however, that it would be within the power of the United States govern- 
ment to prohibit the destruction of the labeling itself under which the 
interstate shipment was made by anyone at any time in order to preserve 
the evidence of what was done during the interstate shipment. However, 
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this evidence was never interfered with by Sullivan and went unaltered 
into the hands of the inspectors. The Court felt that the attempt to 
extend the prohibition of the section to retail sales made from the inter- 
state package was an unjustifiable extension of the language contained 
therein. The Court seemed to ignore the legislative history of the Act 
which seems to show that Congress wanted to protect the consumer 
to the fullest possible extent. This history would seem to indicate an 
intent to regulate intrastate acts which affect interstate commerce in 
foods, drugs, and cosmetics on as broad a basis as is possible under the 
Constitution. All that need be done under this decision in order to avoid 
the Federal law is for a retailer to purchase his goods from a source 
inside the state and then proceed to repack them as he desires. The deci- 
sion would make him liable for the destruction, etc., of the original inter- 
state labeling, but he could comply with this requirement by preserving 
the empty interstate container and labeling. 


The Sullivan case, however, did broaden the scope of the authority 
of the Food and Drug Administration at least to the extent of holding 
that the goods were in interstate commerce until the importer had made 
the first sale thereof within the state. In the Phelps Dodge case, the 
adulterated food had not as yet been sold by the importer, but it was held 
that the Food and Drug Administration no longer had any jurisdiction 
over the goods. 


Thus it would seem that the one case has indicated that the goods are 
no longer in interstate commerce once they have been received and are 
at rest in the consignee’s warehouse, while the other case holds that the 
goods are still in interstate commerce until the first sale is made within 
the state. However, it is possible that the Court in the Phelps Dodge 
case did not consider whether or not the goods were still in interstate 
commerce but rather, under the pleadings in the case, gave primary con- 
sideration to the question as to whether or not the fact that the food was 
in original packages meant it was still in interstate commerce. The 
pleadings did not allege that the food was adulterated when introduced 
into or while in interstate commerce. Instead the libel stated in substance 
and effect that the food was adulterated while held in original packages 
by Phelps Dodge at its warehouse at Douglas, Arizona. 


The Sullivan decision, however, would seem to stand for the view- 
point that the goods involved in the Phelps Dodge case were still in 
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interstate commerce at the time they were seized so long as there had 
been no sale by the importer in the meantime. Possibly the Court in the 
Phelps Dodge case would have reached the same conclusion if the plead- 
ings had presented the issue to it in a clear cut manner. 


Another important case relating to this problem is Linited States v. 
Michael Walsh, an individual, trading as Kelp Laboratories. (Supreme 
Court of the United States. No. 718. October 1946 Term. May 19, 
1947 [CCH Food Drug Cosmetic Law Reports € 7052]. Discussed in the 
June 1947 issue of the Food Drug Cosmetic Law Quarterly, Volume 2, p. 
277.) This case involves the effect to be given to a false guaranty ex- 
tended to a dealer who was regularly engaged in making interstate 
shipments where the goods involved moved only in intrastate commerce. 
In this case, the Supreme Court reached the conclusion that where the 
effectiveness of the Federal regulation of interstate commerce depends 
upon a regulation or prohibition attaching regardless of whether the 
particular transaction is of interstate or intrastate character, the Congress 
may act with regard to a transaction that concerns a business generally 
engaged in interstate commerce. It was felt that the possibility that 
the giving of a false guaranty to a dealer might give rise to an illegal 
interstate shipment by such dealer was strong enough to make reasonable 
the prohibition of all false guaranties, even though some of them may 
actually be applicable only with respect to goods in intrastate distribution. 
The Court felt that the section prohibiting the giving of false guaranties 
under such circumstances raised no constitutional questions and stated 
that the Commerce Clause in the Constitution is not to be interpreted so 
as to deny to Congress the power to make effective its regulation of 
interstate commerce. While the Court did not say in exactly so many 
words that Congress intended to regulate intrastate commerce in this 
connection because of the burdensome effect on interstate commerce, it 
would seem that the effect of the language was to extend the protection 
of the law to a situation where the intrastate transaction did have a possi- 
ble burdensome effect on interstate commerce. To this extent, the opinion 
in the Phelps Dodge case would seem to conflict with the reasoning of the 
Court in the Kelp Laboratories case with respect to whether or not the 
Act is applicable to transactions which may burden interstate commerce. 


The last of the recent cases which bear on the general issues relative 
to the authority of the Food and Drug Administration with respect to 
seizures after the interstate shipment is the Spectro-Chrome case (United 
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States v. William Ray Olsen, United States Circuit Court of Appeals for 
the Ninth Circuit, No. 11,403, May 14, 1947 [CCH Food Drug Cosmetic 
Law Reports § 7051]; discussed in the December 1946 issue of the Food 
Drug Cosmetic Law Quarterly, Volume 1, pp. 610-611, and in the June 
1947 issue, Volume 2, p. 277), which held that the language of Section 
304(a) of the Federal Food, Drug, and Cosmetic Act authorizes the 
seizure of an article which was misbranded when introduced into inter- 
state commerce ‘‘at any time thereafter’’ even though the article may be 
in the home of a satisfied user at the time of the seizure. The Court held 
that it was immaterial that the article was not in interstate commerce at 
the time of seizure and pointed out that, having been misbranded when 
introduced into and while in interstate commerce, the article was liable 
to be proceeded against and condemned at any time thereafter. 


The ruling in this case is in accord with the decision in the Sullivan 
case with respect to the preservation of interstate labels. It would appear 
that both of these cases stand for the principle that an article which has 
been introduced into interstate commerce may be proceeded against at 
any time and at any place if the article was misbranded while in interstate 
commerce. The Sullivan case holds interstate commerce to be at an end 
after the first sale by the importer, but the Spectro-Chrome case does not 
go into the question. Leaving open for the minute the question as to 
when the interstate transaction is terminated, it would seem that both 
cases indicate that it is wholly immaterial how many sales may be made 
after the interstate transaction is at an end so long as the goods were 
misbranded or adulterated at the time they were in interstate commerce. 


On June 12, 1947, Mr. C. W. Crawford, Associate Commissioner 
of Food and Drugs, testified before the House Committee on Interstate 
and Foreign Commerce supporting House Bill 3128 and House Bill 
3147. Mr. Crawford pointed out that this amendment was required in 
the public interest in order to give the Administration proper authority 
relative to control of adulterated foods, drugs, and cosmetics. 


Mr. Crawford was succeeded as a witness by Charles Wesley Dunn, 
Esq., Chairman of the Section on Food, Drug and Cosmetic Law of the 
New York State Bar Association, who appeared at the hearings on behalf 
of The Grocery Manufacturers of America, Inc., and the American 
Pharmaceutical Manufacturers’ Association, but not as a representative 
of the Bar Association. 
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Mr. Dunn reviewed the three recent cases discussed above with 
relation to the effect that they might have upon the proposed amendment 
and also reviewed additional cases relating to the general problem with 
respect to the question of constitutionality and of interpretation of 
the proposed amendment. Mr. Dunn vigorously supported the pro- 
posed amendment as being in the public interest and necessary to 
prevent the sale of adulterated foods to the consuming public. However, 
he suggested that the language under consideration be revised to read 
“while held for sale after the interstate shipment,’ to meet the objection 
that the power of Congress under the Commerce Clause is to regulate 
“interstate commerce.” 


Mr. Dunn and the industries he represented were subsequently con- 
gratulated by the Federal Security Agency for what was characterized as 
a gratifying demonstration of industrial statesmanship in thus heartily 
endorsing this proposed amendment. Thereafter, on July 2, 1947, the 
House Committee on Interstate and Foreign Commerce tentatively 
approved House Bill 3128 and House Bill 3147. In the meantime, 
however, a new bill was introduced by Representative Miller (House 
Bill 4071 ) and unanimously supported by the House Interstate Commerce 
Subcommittee. The new bill provided that Section 301(k) of the Act 
should be amended to prohibit adulteration as well as misbranding “of 
a food, drug or cosmetic while it is held for sale (whether or not the first 
sale) after the shipment in interstate commerce,” and also that Section 
304(a) should be amended to empower the Food and Drug Administra- 
tion to initiate seizures of products which become adulterated or mis- 
branded “while held for sale (whether or not the first sale) after ship- 
ment in interstate commerce." The new bill was then reported to the 
House by the House Interstate Foreign Commerce Committee with the 
recommendation of immediate enactment. 


It seems that the House Interstate and Foreign Commerce Com- 
mittee has now recommended an amendment to the law which has 
been drawn on a broad basis to exhaust to the utmost the constitutional 
power of Congress to regulate foods, drugs, and cosmetics under the 
Commerce Clause of the Constitution. The report of the Committee is 
a notable one, which should have a persuasive effect on the judicial 
interpretation of the language of the bill if it is enacted into law. The 
judicial construction of this language will undoubtedly be a historical 
event in constitutional construction. 
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From the cases which have been decided to date, it seems to be 
reasonably clear that the Congress has the right to regulate with respect 
to the labeling and adulteration of foods, drugs, and cosmetics up to 
and including the first intrastate sale by the importer. It seems reason- 
able to conclude from the decisions to date that such first sale is to 
be considered as a part of the interstate transaction. Even if the 
language of this bill should be confined only to the first sale, it would 
seem that this would correct the effect of the Phelps Dodge decision 
with respect to the Administration's authority to seize adulterated foods, 
drugs, and cosmetics after they have come to rest within the state but 
before the first sale by the importer. However, an interpretation lim- 
ited to the first sale by the importer within the state would allow the 
second seller, such as Sullivan, to make a sale without paying any atten- 
tion to the Federal requirements relative to labeling or adulteration so 
long as he did not destroy or alter the labeling under which the inter- 
state commerce occurred. Such interpretation of the law would leave 
the Food and Drug Administration practically powerless to enforce 
their regulations with respect to the labeling of drugs, as such articles 
are usually resold by a retail pharmacist in the state. However, such 
action on the part of a retail druggist might be construed as constituting 
a direct burden on interstate commerce. The adulteration or misbrand- 
ing of foods, drugs, or cosmetics which carry the name of the manufac- 
turer thereon may be considered as injuring and impairing the reputation 
of such products and potentially interfering with their sale. In addition, 
such activities of retailers might be considered as a direct burden on 
the activities of the Food and Drug Administration with relation to 
the certification of insulin, penicillin, and streptomycin. The labels of 
such products are required to bear expiration dates. The products are 
presumed to have less than their full potency when such date has been 
passed. The Food and Drug Administration has proceeded in the past 
upon the theory that dealers who cover or obliterate the date so as to sell 
an expired package may be prosecuted under Section 301(k). 


~ * * 


Food and Drug Administration's labeling regulations nullified 
A criminal prosecution by information was filed against a manufacturer 
in connection with the labeling of an emmenagogue sold under the name 
“Prescription 5000.” 
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The information alleged violation of Section 502(f)(1) of the 
Federal Food, Drug, and Cosmetic Act in that the article did not bear 
adequate directions for use. It appeared that the product was labeled 
with detailed instructions as to how it could be used but that such 
instructions were preceded by the statement “IMPORTANT. To be 
used as directed by physician. Not to be used by children, etc.” 


A motion was made to dismiss the information on the grounds that 
it failed to set forth a cause of action. The Court felt that the statement 
that the product was to be used as directed by physician was an “‘ade- 
quate direction” for the use of the product and that this indicated that 
it was not to be used at all unless a physician directed its use. The 
Court felt that this labeling was an ‘adequate warning” sufficient to 
comply with the statute as to all except children, and that the statement 
‘not to be used by children’ was an adequate warning. 


The motion to dismiss was granted. (United States v. Walter 
Kurt Max Hassenstein, trading and doing business as Hassenstein 
Company. In the District Court of the United States for the Southern 
District of California, Central Division. No. 19004—Criminal. May 
8, 1947 [CCH Food Drug Cosmetic Law Reports © 7055}.) 


If this decision is followed, it would almost completely terminate 
the effectiveness of both the prescription legend and the warning state- 
ments required by the Food and Drug Administration under their regu- 
lations issued pursuant to the Federal Food, Drug, and Cosmetic Act. 


The Court in this case has sustained as “adequate directions” direc- 
tions on so broad a basis that virtually any drug, no matter how potent 
or dangerous, could be labeled by the manufacturer with detailed direc- 
tions for self-use so long as it also contained the statement that it was 
to be used as directed by a physician. Such type of labeling conflicts 
directly with the theory of the Food and Drug Administration as to the 
manner in which drugs should be labeled with respect to directions for 
use. It is, and has been, the opinion of the Food and Drug Administra- 
tion that the public can best be protected by dividing all drugs into sub- 
stantially two classes, one being the drugs unsafe for self-medication, 
and the other those drugs considered safe for this purpose. With respect 
to the first type of drugs, the labeling required consists of a prescription 
legend statement without any other directions whatsoever. As to the 


Notes and Comment Page 469 











other type of drug considered safe for self-medication, adequate direc- 
tions for use are required to appear on the label. Such regulations, 
in addition to protecting the purchaser with respect to use of the prod- 
ucts, were also intended to make it clear to the retail druggist that 
drugs sold by prescription legend statements are not to be sold over 
the counter for self-medication. 


The reasoning in this case attacks the authority of the Food and 
Drug Administration with respect to sales of drugs by retail druggists 
on the basis that the regulations are apparently in conflict with the 
requirements of the law. The Sullivan case, discussed above in connec- 
tion with the proposed amendment to the Food, Drug, and Cosmetic 
Act, attacks the authority of the Food and Drug Administration with 
respect to such sales on the ground that the Administration does not 
have authority over such transactions if they are made in intrastate 
commerce. The authority of the Administration in both respects will 
have to be clarified before retail druggists may be compelled to comply 
with these regulations of the Food and Drug Administration. It is 
understood that the Administration has told its inspectors to refrain 
from filing any more complaints with respect to the operations of retail 
druggists where they buy from sources within the state where they 
are located. 


When the decision in the Prescription 5000 case was first handed 
down, the Food and Drug Administration indicated that it would appeal 
the case, but it is now understood that it will make a further attempt 
to argue the propriety of its regulations by filing an entirely new plead- 
ing which will better present the facts and issues involved. 


~x~ * * 
Proposed amendment to the Clayton Anti-Trust Act (House Bill 
3736) . . . This bill was introduced by Representative Kefauver and 


supersedes House Bill 515. It was favorably reported by the House 
Judiciary Committee, but failed to pass the first session of this Congress. 


Section 7 of the Clayton Act now prohibits a corporation engaged 
in interstate commerce from acquiring the capital stock of another corpo- 
ration engaged in such commerce where the effect of such acquisition 
may be to lessen substantially competition between them or to restrain 
such commerce in any section or community or tend to create a monopoly 
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in any line of such commerce. This bill proposes to amend this section 
so as to prohibit a corporation engaged in interstate commerce from 
acquiring the capital stock or the assets of another corporation engaged 
in such commerce where, in any line of interstate commerce, in any sec- 
tion of the country, the effect of such acquisition may be substantially 
to lessen competition or to create a monopoly. 


x * * 
Federal Insecticide, Fungicide, and Rodenticide Act (House Bill 
1237) . . . The foregoing Act, which was approved by the President 


on June 25, 1947, became effective in part immediately, effective in part 
six months thereafter, and completely effective one year after enactment. 
It replaces and expands the protection afforded by the Insecticide Act 
of 1910 and includes within the definition of economic poisons, insecti- 
cides, fungicides, rodenticides, herbicides and devices, and preparations 
intended to control other forms of pests. 


The previous law was enacted at a time when insecticides and 
fungicides were comparatively simple, consisting largely of Paris green, 
pyrethrun, Bordeaux mixture and similar materials. Rodenticides and 
herbicides were not then marketed to any great extent. The new law 
covers herbicides and devices and preparations intended to control other 
forms of pests, as well as insecticides, fungicides, and rodenticides. 
Important improvements which have been provided for in this law are 
a provision requiring the registration of economic poisons prior to their 
sale or introduction into interstate or foreign commerce, and a provision 
requiring information to be furnished with respect to the delivery, move- 
ment, or holding of economic poisons or devices. 


~ * * 


Right to judicial review of standards upheld . . . The Cook 
Chocolate Company brought an action for a declaratory judgment to 
direct the Administrator to hold a special hearing on the application to 
amend the regulation for sweet chocolates so that certain vitamins could 
be added, and to determine that its product “Vita Sert’’ did not violate 
the present cacao products standards. 


The Administrator made a motion to dismiss the complaint on the 
ground that the Court was without jurisdiction and that the complaint 
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failed to state facts sufficient to constitute a cause of action. The com- 
plaint had alleged among other things that the Administrator had per- 
mitted vitamins to be added to certain cereals providing optional stand- 
ards for vitamin enrichment in Farina, macaroni, wheat, flour, and corn 
meal; that the British Ministry of Food announced that chocolate had 
been found to be the best medium for administering vitamin concen- 
trates; and that the United States Army and the Red Cross had-used 
large quantities of vitaminized chocolate. 


The Court reached the conclusion that, if the allegations were true, 
the action of the Administrator was clearly arbitrary in failing to permit 
vitamins to be added to chocolate in the standards which had been 
issued. The Administrator's refusal to consider the plaintiff's applica- 
tion did not show that he had given the proper consideration to the 
question of whether or not the addition of vitamins would promote 
honesty and fair dealing in the interest of consumers. The Court further 
ruled that the plaintiff was not entitled to a declaratory judgment on 
the question as to whether or not its product “Vita Sert” is barred by 
the cacao standards. (Cook Chocolate Company v. Watson B. Miller, 
the Federal Security Administrator and Tom C. Clark, the Attorney 
General of the United States. In the District Court of the United States 
for the District of Columbia. Civil Action No. 684-47. July 7, 1947 
[CCH Food Drug Cosmetic Law Reports © 7056]. ) [The End] 
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Oscar Ross Ewing 
A Biographical Vignette 


Oscar Ross Ewing has been appointed Federal Security Admin- 
istrator, succeeding Watson B. Miller. Mr. Ewing was born on March 
8, 1889, in Greensburg, Indiana, the son of George McClellan and Nettie 
Moore Ewing. In 1915, he married Helen E. Dennis of Morristown, 
New Jersey. They have two sons—James D., and George M. 


Mr. Ewing received an A. B. degree from Indiana University in 
1910 and an LL.B. degree from Harvard in 1913. While at Harvard he 
served as editor of the Harvard Law Review. He was an instructor in 
the University of lowa, Law School, 1913-14; a member of the law firm 
of Weyl, Jewett and Ewing, Indianapolis, 1915-16; Assistant Counsel, 
Vandalia Railroad Company, St. Louis, 1916; Assistant to the General 
Counsel, Pennsylvania Lines West of Pittsburgh, 1917. In 1917 he 
entered the Army and became a captain in the Air Service. 


Following his discharge from the Army in 1919, Mr. Ewing was 
associated with Charles Evans Hughes, then practicing law in New York 
City, and was a member of the law firm of Hughes, Schurman and 
Dwight until its dissolution. He then became a law partner of the late 
Chief Justice's son, former United States Solicitor General Charles 
Evans Hughes, Jr., in the firm of Hughes, Hubbard and Ewing. 


Mr. Ewing was Assistant Chairman of the Democratic National 
Committee from August 1940 to May 1942, at which time he was ap- 
pointed Special Assistant to the United States Attorney General to 
prosecute Silver Shirt leader, William Dudley Pelley, for sedition. In 
August 1942, he was appointed Vice Chairman of the Democratic Na- 
tional Committee and he held that office until March 1947, when he 
was again appointed Special Assistant to the Attorney General—this 
time to prosecute the separate trials for treason of Douglas Chamdler 


ind Robert Best in Boston. [The End| 





